SO Y TE HA NOI CONG HOA XA HOQI CHU NGHIA VIET NAM
BENH VIEN PA KHOA HA PONG Péc lap - Tw do - Hanh phiic
Ha Néi, ngay 04 thdng 12 ndm 2024

THU MOI BAO GIA
Kinh gti: Cac hing sén xuit, nha cung cip héa chit tai Viét Nam

Bénh vién da khoa Ha Déng dang c6 nhu ciu tiép nhin Bio gia dé tham
khéo x4y dung gia goi thiu, 1am co s& t6 chirc lya chon nha thau, v6i noi dung cu
thé nhu sau:

I. Théng tin ciia don vi yéu cau bio gi4

1. Pon vi yéu cdu bao gia: Bénh vién Pa khoa Ha Péng, S6 2 — Bé Vin Pan
— Quang Trung — Ha Dong — Ha No1.

2. Théng tin 1ién hé ctia ngudi chiu trach nhiém tiép nhan bio gia:

+ Dugc si: Chu Xuéin Thanh —Phong Vit tu TBYT

+ Dién thoai: 0986.170.933

+ Email: hoachatbvhd@gmail.com.

3. Cach thiic tiép nhan béo gid

Nhén truc mm@ tai dia chi: B0 phén vén thu — Bénh vién Da khoa Ha Pong
(S6 2- Bé Viin Pam — Quang Trung — Ha Péng- Ha Nbi)

4. Thoi han tiép nhan bao gia: Tir 08h00 ngay 04/12/2024 dén trude 17h00
ngay 17/12/2024.

Luu y: Cac bac gia nhan sau thoi diém néu trén s& khong duoc xem xét.

5. Thoi han c6 hiéu luc ciia Bao gia: Téi thidu 120 ngay, ké tir ngdy béo gia.

6. Bdo gia dd bao gbm thué, phi va 18 phi khac néu co.

7. Gui kém céc quyét dinh trang thau con hidu lyc trong vong 9 thang (néu

I1. N§i dung Yéu ciu bso gia

1. Danh muc mua sam héa chit, thudc thi, test thir ndm 2025 - Bénh vién da
khoa Ha Péng

2. Dia diém: Bénh vién Pa khoa Ha Péng.

3. Thoi gian cung Ung: Ngay sau khi co két qua tring thu va ky két hop

dong kinh té.




4. Dy kién v didu khoan tam (mg, thanh todn hop ddng: Thai han du kién
thanh todn trong vong 90 ngdy ké tir khi ban giao ddy du hd so chimg tir ding quy
dinh cho Bénh vién, Hinh thic thanh toan bang %@g khoén.

Tran trong cam on!
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Kinh giri: Bénh vién da khoa Ha Dong

Trén co s& yéu ciu béo gid clia Bénh vién da khoa Ha Péng, Ching 16i
a0, , ¢O dia chi tai.......... ......Ching t6i xin giri 161 Quy Bénh vién ban
chao gia héa chat, thuoe thir nhu sau:

1. B4o gia cho danh muc mua sim héa chét, thube thir, test thir nim 2025 -

Bénh vién da khoa Ha Déng:

Don gia Thanh
(Pa bao | Tién (Pa
X A Qui | Hing . gbm bao gom
Tenhéa | 10 | THONE oo LGN | P00 g6 | Gk | g phi,
STT £ thwong | s0 k§y 2 . Vi ‘i -
chat . a A déng wée , lwgng | phi, 18 1€ phi
mai thuat . tinh ;R R
: gobi SX phingu | néu co)
cd) (VND)
(VIND) -
1 IR
2
3 A
Tong cong

2. Bao gia nay c6 hiéu lyc trong vong: 90 ngay, ké tir ngay .....théng ....n4m

3. Chiing t6i cam két:

- Khong dang trong qua trinh thye hién tha tyc giéi thé hodc bi thu héi Giy
chimg nhén ding ky Doanh nghiép hoic Gidy chiing nhén ding ky ho kinh doanh
hogc céc tai liéu twong duong khéc; khong thude truong hop mét kha nang thanh
toan theo quy dinh ctia phéap luét v& doanh nghiép.

- Gid trj ctia danh muc héa chit néu trong béo gia 1a phit hop, khéng vi pham
quy dinh ctia phap luét vé canh tranh, ban pha gi4.

- Nhitng théng tin néu trong béo gi la trung thue.

...Ngay ....théng.....n3m....

DAIDIEN HOP PHAP CUA NHA
CUNG CAP i
(Ky vit dong diu) |



PHU LUC

Keém theo thuw moi bao gia ngay 04/12/2024

<
o Danh muc héa chét, A C: i HEl i So
i ; Danh mu § it (co Dan vi tinh
STE | MAHC | gu8c thir, test thir A0 e el ey R g
< x - Thanh phan Ethanol, Zmzm dd con: 70° dat tiéu chuin dung trong 2 11.980
L. HCO001 Con 70 49 y té. Pat tidu chuéin 1S013485:2016 ho#c twong dirong Lt .
o 3 . Thanh phan Ethanol, Néng d§ cn: 90° dat tiéu chuin ding trong " 1.751
2. HC002 Con 90 43 y t& Pat tiéu chudn 1SO13485:2016 holic tuong duong Lt '
) ‘. Cbn tuyét dbi, dat tiéu chudn ding trong v t&
5 B d g DL 1.016
3 HCOe3 Chln Byt s Dat tiéu chuan 1SO13485:2016 hoiic tuong duong
4, HCO004 Dung dich rtza vét thuong | Dung dich dién héa cé thanh phan hoat tinh: Hypochlorous acid Hop/Chai 1.360
Thanh mrm: hoat chit; Octennidine dihydrochloride Img/Iml.
- Dung dich sét kkhuin Thanh phén khac: Phenoxyethanol; Coconut oil; Sodium ik 0
e HCH03 ngodi da chloride, Sodium gluconate; glycerol anhydrous; Sodium Hop 60
hydroxide; nudc cat
6. HC006 Déu Parafin Déu Parafin c6 tac dung béi tron, duge sir dung trong y hoc Lit 81
R S Nude cit 2 14n, Co do tinh khiét cao, hodn toan khéng bj nhiém ;
T HeopT NG ara g tap chét. Dat tidu chudn [SO13485:2016 hoic tuong duong Lit 12.202
Ortho — Phthalaldehyde 0,5 5%
Hi€u qua sau thoi gian ngim t&i thiéu 5 phut
Vi khudn
) Dung dich khir khuén Ném, mbe .
B Heoos muc dé cao Mycobacterium (Trye khudn lao) L Lasn
Virus .
Test thi di kém twong thich véi san pham,
Dat ti€u chuan ISO13485:2016 hodic twong duong
Thanh phén: Didecyl dimethyl ammonium chloride ;
9. HC009 U::m.m_or ngim khir c_u\:ﬁSEn:Q_m:mgvcm:_aou hydrochloride; chét :omﬁ dong bé Lit 393
nhiém dung cu mit: chét o:o:m an mén; huong liéu; nuéec.
Dat tiéu chudn [8013485:2016 hofic twong duong
Thinh phin: Enzyme Protease: Lipase: Amylase:, Cellulase:
Dung dich tdy rira va lam Slemia: 3
10. HCO10 g pH trung tinh: 7-8 (& 20 °C); d& dang twong thich véi nhidu loai Lit 697
sach dyng cu 5 Enzyme
vt liéu, E::.ﬁ gy dn mon kim loai.
Dat tiu chuin 1SO13485:2016 hofic tuong duang
) Dung dich danh tan gl sat, sir dung trong bdn hogic may rira song
1 HCO11 DUNG DICH DANH siéu 4m,- Thanh phén; chit hoat dong bé mat khéng ion, Chai/Can 10
' TAN RI phosphates 1L
Dat tiéu chuén ISO13485:2016 hotic tuong duong
Xit bdo v&, lam lam sing wo:r dung cu cé bé mit kim loai, dic
% - bigt cdc ¢6 ban 1&,- Thanh EE: Pparaffinum liquidum ding
12, HCO12 WWH%OH TRON DANH trong thwe phim vé duge phédm, chét hoat dong bé mat khong Binh xit 10
’ ion, khi propan / butan héa long,
Dat tieu chuin ISO13485:2016 hoiic tuong duang
- Bot phun 1&én b¢ mit dung cu phéu thudt ngay sau qua trinh st
ung, gitt am dung cy, ngén bao mon dung cy..- Thinh phan:<5%
. ) chét dién hoat anion va ludng tinhclng enzyme, chét bao quan
13. HCO013 DUNG CU KIM KHUAN | (3-lodo-2-propinyl butylcarbamate, 1,2-Benzisothiazol-3 (2H) - Binh xit 10
one) _
-PH:95
Dat tiéu chuan ISO13485:2016 hojc twong duong
P— Vi soda gbm 2 thanh phin chinh 1a NaOH va Ca(OH)2. Dat tiéu
/
% HEU14 HULROD chuén [SO13485:2016 hojc tvong duong ke 20
. Thanh phén: Cloramin B Héa chét thuting durge ding dé dist
15. HCO15 Hoa chét Cloramin B 25% | khufn trén b& mit db dac, viit dung hodc dé khtr tring va xt ly Kg 61
nudec
Test nhanh phéat hién Test nhanh phat hién H.Pylory c6 trong bénh phém hoic trén md
- H.Pylory c6 trong bénh | trudng nudi cdy, D& phat hién nhanh su hi¢n dién cla vi khuén E.
6 Heole pham hoic trén méi pylori trong méanh sinh thiét da day. Test 7.100
truding nudi ciy Dat tidu chufin ISO13485:2016 hoic tuong duong
17, HCO18 Lugol 3% Thanh phan: Lugol 3%. Dat tiéu chudn ISO13485:2016 hoic Lit 4
tuong duong
18, HCO19 Diangdich Ackd et 3% jﬁ:r phin: Acid acetic 3%. Dat tiéu chudn [S013485:2016 Lit 3
hogc tvong duong
Budng cé cdng thirc C6I1206 1am xét nghiém dung nap dudng
; huyét
19. HC020 ‘ong : z . 2 )
Hutmgglncoss Dat tiéu chudn dung trong y t6. Pat tiéu chuin 1S013485:2016 Ke 40

hodc tuong duong




Danh muc héa chit,

Yéu cu k§ :::w: .?o. cw-&

Sé

A Bon vj tinh ;
L p LS thube thir, test thir : lugng
; L Thanh phéan: Formaldehyde hai 300
20. | HCO2L | Howehat Formaldehyde: | o) vio obvdn ohif lifong: 180 9001, 150 13485 ¢
: x Thanh phan: Xylen. Str dung trong y hoc. Chai 500
2L HC022 kita chalt Xylen Pat tiéu chudn 1SO13485:2016 hodc twong duong Al
Dung dé nhudm t& bao chit trong mé hoc. Thanh phin:
5 Héa chét nhudm t& bao Eosin aqueous solution 1%, Dang 1ong st dyng lubn Chai 15
22. HE023 Eosin Biéo quan & nhiét do 15-300C va tranh dnh sdng tryc tiép =
Dat tigu chudn ISO 13485:2003 hoic tuong duong
Dung dé nhudém hat nhan trong té bao hoc. Thanh phén:
Héa chit nhugm Hematoxylin: Haematoxylin C.I; Aluminium Sulphate ; Chai 2%
& HCD2A Hematoxilin Ethylene glycol . Dang 1dng stiv dung tryc tiep. a
Dat tiéu chuéin SO 13485:2003 hoic tuong duong
Dimng dé nhuém t& bao cht trong mé hoe, Thanh phin EA-50:
; ‘ R cosin, light green ; ethanol ; methanol . Dang léng st dung truc .
24, HC025 Hoa chit nhudm EA 50 :mc Chai 10
Pat tiéu chufin 1S013485:2016 hoiic tuong duong
Hida eil ks Nhudm té bao chét trong mé té bao hoc. Thanh phéan: Orange G-
25. HC026 oa ehd 3Qw_o§ rang 6: Orange G-6 , ethanol . Dang long sir dung tryc tiep. Dat tiéu Chai 10
chuan ISO13485:2016 hodc tuong duong
Héa Q:.Mﬁ Giem sa me ,
26. HC027 16a chét Giem sa Diing dé nhudm (€ bae méu ngoai vi va t€ bao u xo tiy xuong. Chai 5
Dat tiu chudn ISO13485:2016 hodc tuong duong.
Str dung trong phén g tigu chuén Acid-Schiff (PAS) cho cht
) ::mu\ trung tinh, glycogen, mang ddy va thanh té bio ném. Tinh
27, HC028 Thubc thtr Schiff chét: - Dung dich nhudm Schiff dang long, trong, khéng mau Chai 2
hoic vang nhe, mui dic trng, tan trong nude.
Dat ti€u chufin ISO13485:2016 hodic tuong duong
8. HC029 Dung dich bun_a HCI dém | Thanh phén: HCL d4m dic. Dat tiéu chuin 1S013485:2016 hoic Chai |
diic twong duong
. Dung dich nhuém mé-t€ | Dung dich nhudm mé-t& bao trong k¥ thuét PAS ;
o HOCR0 bao Periodic Dat tiéu chudn IS013485:2016 hojic tuong duong i 2
30. HC031 Nén Parafin Z,m: ?m_.aq_z _u.o.mzm _m._ ﬁ_.@:m ran néng o.wmkq nhiét d 55-60 dj C ks 400
dung dap ngoai da cé tic dung difu trj gidm dau
Thénh phan: Chlorhexidine Digluconate , Sodium lauryl Ether
£ i ¥ S Sulphate, Cocamido Propy! Betain, Lauric Diethanol Amide,
3l Hele2 Chong mo g i.eoi Salcare Super 7, Glycerine, EDTA dinatri, Clorua natri, Ly #
Fragrance, Pure water,
o Que nhuém Fluorescein, Méi que duge déng gbi vo khudn riéng.
32, HC033 Giay tdm Fluorescein que chtra Fluorescein Sodium, Dat zo: chuén ISO13485:2016 Hép 50
hotic tong du ong
, A A= B& hdng cau miu nhém méu ABO. R
33, HEDS Hong canmin Dat tiéu chudn ISQ13485:2016 hoiic tuong duong BR il
14 {E35 Panel hong ciu sang loc | Panel héng cdu sang loc khang thé bat thudmg, A 15
' khdng thé bat thudng Dat tiéu chudin ISO13485:2016 hodc tvong duong v
Thuée thir xét nghiém 5 . : - &, T i P
35, HC036 disth tinh ki mi e %._”Mw% phén: Anti A, Dat tiéu chun [SO13485:2016 hofic twong Lo 590
ABO (Anti A) &
Thude thir xét nghiém s X g oy - 2 ; i
36, HC037 dinh tinh nhém i he ﬁm”wm: phan:Anti B. Pat tiéu chuin ISO13485:2016 hoiic trong I 520
ABO (Anti B) &
Thude thir xét nghiém " - 1 " B TE ; 2
37 HC038 ditih tinh nhim méi i Mﬁ:w%rﬁw: Anti AB. Dat tiéu chudn ISO13485:2016 hoiic Lo 590
ABO (Anti AB) Hifis AUehE
Huyét thanh miu Anti D Huy¢t thanh mau Anti D IgM/IgG. Dat tiéu chuin
: C03 :
o8, | Heas ToM/1pG ISO13485:2016 hofic twong duong Lo 270
Huyét thanh chin doan | Thanh phén: Anti human globulin. Dat tiéu chun
Q 5
. HE0A0 Anti human globulin [5013485:2016 ho#ic tuong duong ko 1oy
o s o . Thanh phén: Dung dich dém LISS
40. H D LI . 2 : :
codl UnE dich e LIBS Dat ti€u chuén ISO13485:2016 hodc tvong duong Lo 1
; £ Héa chat Xanh cresyl &nh, Dung méi 14 nuéc, .
41. HC042 I Xe 'C :
Tomchit Xanbieresyl . Dat tiéu chuén 1SO13485:2016 :omn twong duong Chai 4
42. HC043 D4u soi kinh hiém vi diu trong subt c6 chi sb khic xa 1,51 chai 2
Test HP da day, Phat hién Hm,\; ca cac type khang thé (IgG, 1gM,
X . ...) khang H.Pylori trong mau
43, HC044 t HP da day ) ;
Test TP de day huyét thanh, huyét twong; Pat tiéu chuén 1SO13485:2016 hoiic Ten 300
tuong duong
44, HC045 Test nhanh chuin doén Do nhay 100%, d6 dic hiéu > 98 % Test 3.000




2 Danh muc hoa chit, dme g b3 | Bonviti S
- : nmu ! / vi tinh i
STT Ma HC thude thiy, test thir / <.w= gty il .ﬁ.nc m_&” i e luong
viém gan B Pat tiéu chudn ISO13485:2016 hofic tuong duong
Test nhanh chin dodn Diic tinh: D) nhay =90%, do dic higu > 95 %.
Y ¢ S P TR Ry Test 20.000
43, HC046 cim A.B Pat tiu chuin 1SO13485:2016 hoiic twong duong s
Test nhanh chén doan bic tinh: D6 nhay 100%, d¢ dic hiéu = 99 % 1,000
46. | HCOAT | gy Pat tiéu chudn IS013485:2016 hodc twong duong Tost :
Test nhanh chén dodn tay | D nhay >95%, do dic higu > 95 %. 14
#7. | HOOWB | o swieng EVTI Dat tiéu chudn 1SO13485:2016 hofc tuang durong Test AU |
i Test nhanh chin doén Dic tinh: D nhay >90%, do dac hi¢u = 95 %. !
. i RSV Dat tidu chufin IS013485:2016 hojic tuong duong T 1000
Xét nghiém ngung két gian tiép khang thé Treponema Pallidum,
Test thir giang mai TP- ban dinh lugng bang phuong phép pha loang. Test 200
. HERG PA dinh lugng Dic tinh: D) nhay 295%, do dic higu > 95 % o
Pat tiéu chudan [SO13485:2016 hodc tuong duong
s Test nhanh chén doan Pic tinh: D nhay >95%, dd dic hiéu> 95 %
30, HLOS) Chlamydia Dat tiéu chufin ISO13485:2016 hodic tuong duong Test
Phat hién duge 4 chi s6 gdm: Morphin (MOP),
o s ; Methamphetamin{MET), Amphetamin (AM) , Marijuana(THC).
51. HC052 [est thir ma tay 4 chin Dic tinh: Do nhay 295% 46 diic hidu > 95 % Test
Dat tiéu chudn IS013485:2016 hofc twong duong
" i T Bic tinh: D§ nhay =95%, dd dic hiéu>95 % )
2% HCO Testoahabriho HBeab Dat tiéu chudn ISO13485:2016 hoiic tuong duong, Test
—_— Test nhanh chén doan Dic tinh: DO nhay 295%, d§ dac hiéu > 95 % .
- HCASS vimgan B Pat tiéu chudn 1S013485:2016 hoiic twong duong sk
Test nhanh chuin doan ;
= 1 £ e LA 41 DPic tinh: B§ nhay >95%, dd dic higu = 95 %. .
>4 HCO55 S0t xuat huyGt khang tho Pat tiéu chudn 1SO13485:2016 hodic tuong duong e .
[eM/1gG
Test nhanh chuin doan N s a A
i ‘ . Dic tinh: D§ nhay > 92%, dé dic hidu > 98 %.
55. HCO056 moﬂ\x:mﬁ r:uﬁoﬁ Dengue Dat tiéu chudn 1SO13485:2016 hojc fuong duong Test 21.000
khang nguyén !
- R Test nhanh chin doan Dic tinh: P§ nhay >95%, d¢ dac hi¢u > 95 % ,
5% nElse Rotavirus Dat tiéu chudn 1SO13485:2016 hoic twong duang Ted L0060
: Test nhanh chén doan Diic tinh: D6 nhay 100%, d6 dic hiéu = 98 %
| BUBS | ppsag Pat tiéu chudn 1S013485:2016 hoic twong duong s L3
— Test nhanh chén doén bic tinh: B§ nhay >98%, d¢ dac hi¢u =97 %
8| HCOY | viem gan C Dat tiéu chudn 1S013485:2016 hofic twong duong Test 3-000
! - - Dic tinh: P§ nhay >95%, d dac higu > 95 % :
79| HOOB) | TestohienhieHAY Pat tiéu chuin ISO13485:2016 hofic tuong dwong eat 1300
5 Test nhanh chéin dodn Bac tinh: D§ nhay 295%, do ddc hi¢u> 95 %
| HD6L |y Dat tiéu chuén ISO13485:2016 hoiic tuong duong st 500
: Khoanh gidy khang sinh Khoanh gidy khang sinh cac loai R
61, HCO62 céc loai Dat tiéu chudn ISO13485:2016 hofic tuong duong Hop &0
- Test phat hién Streptococcus pyogenes ASO
62 HC063 MMM MMMM“MMM ogenes Bic unh: by sy 293%, ﬂo mmo bk 2 23 Y Test 200
' >m% pyog Co6 ching (+), chiing (-) dé kiém tra chat lugng test str dung,
Dat tiéu ._o::m: ISO13485:2016 hodc tuong dwong
P £ A Diing dé nhudm vi khudn phén biét gram Am va gram dwong, 2
63. HC064 B hia. Shit g i S Pat tiéu chufn 1S013485:2016 hodc tuong duong Bo 25
y Thanh tim khéng sinh xéc dinh gid tri MIC (LE 0.002 -32) .
i HCkEs Levofloxacin Dat tiéu chudn 1S013485:2016 hoje tuong duong Hip 2
x 3 Thanh tém khang sinh Meropenem, Xéc dinh gié tri MIC
65. HCO060 ,_,:m.z: et ke sinh Meropenem (0,002-32) . Pat tiéu chufin 1S013485:2016 hoic Hop 2
Meropenem ) ) ;
tuwong duong
" Thanh tim khing sinh xac dinh gia tri MIC (VA 0.016 - 256) 2
- HCbed Vancomyein Pat tiéu chufn ISO13485:2016 hodc tuong duong Hop 2
Test nhanh khang nguyén | = Mau pham: dich ty hdu
67. HC068 Sars - CoV - Mn BIBkY - B nhay trén 95%, DO diic hiéu trén 95% Test 2.000
P Dal ti¢u chuan 1SO13485:2016 hodc tuong duong
e S Test nhanh chin doan Adenovirus, - Méu phim: djch ty hiu
68. | HC069 me:wﬁ%g;; e - DO nhay trén 95%, Do dic hiu trén 95% Test 500
Dat tiéu chuin ISO13485:2016 hoiic trong duong
Mai truding wmmﬁ hién, Mbi trudmg phdt hign, phan 19p va dém s lugng coliforms va cac
phén ldp va dém s0 lugng | vi khuan dudng rudt khac "
o HUEN coliforms va cac vi khudn | PH: 7.1 £0.2 BY 1
duong rudt khic Pat tiéu chuén [SO13485:2016 hoiic tuong duong
bR g IsAE thiels ek Maéi trudmg da muc dich thich hop nudi ¢y cac sinh vt kho
70. HCO071 BLOOD AGAR moe. . Lo 20
’ Thanh phén (g/1): Special peptone 23.0 , Starch 1.0 , Sodium




Danh mue héa chit,

Yéu clu ky thuit (co bin)

Don vi ﬂ_.:.“

STE | MAHC | ihude thir, test thir _ lugng
chloride 5.0, Agar 10.0
pH: 7.3 402 _
Pat tiéu chuin 1S013485:2016 hoic twong duong
M&i trutmg nudi cdy sinh mau dé dinh danh va phén bit tat ca
. . céc vi sinh vét chinh gay nhiém triing dudng tiét niéu (UTIs).
Moi trudng thach sinh P A ) A
1 8 : : Pept 15.0, Ch 26.3, A
7. HCOT2 iy, dinh dank so b8 UTI M_Mmzr phan (g/1): Peptone romogenic mix gar Lo 20
o pH: 6.8+ 0.2
Dat tigu chuan 1S013485:2016 hoiic twong duong
MOoi trudng thir nghiém nhay cam khang sinh ¢6 theé duge sir
s s 7 vk dung trong cée qui trinh tiéu chuin duge qubc té cong nhin.
. Moi :mqq:m ﬂE bm.:_n:._ Thanh phén (g/1): Beef, dehydrated infusion from 300.0, Casein
72. HCO073 | nhay cim khing sinh( hvdrolysate 17.5. Starch 1.5. Aar 17.0 Lo 2
Muller hilton) hydrolysate 17.5, Starch 1.5, Agar 7.
pH: 7.3 £0.1
Dat tiéu chufin [SO13485:2016 hoic twong duong
Mot BQ trutrng chon loc phén biét dic biét m.a.m nc:m:.jm va cac
vi khuéan khéng lén men lactose véi sy (e ché cta vi khuan Gram
duong.
73 HCO74 Maéi truong Thach Thénh phan (g/l): Peptone 20.0, Lactose 10.0, Bile salts No.3 1.5, g 5
' Macconkey Sodium chloride 5.0, Neutral red 0.03, Crystal violet 0.001, Agar i
15.0
pH: 7.1 0.2
Pat tiéu chuéin [SO13485:2016 hofc twrong duong
- sti dung dé nudi cély cac lodi vi sinh vét kho moc, dic biét 14
Maéi truomg bt thach Neisseria spp. vi Haemophilus
74. HCO075 Chocolate COLUMBIA - Thanh phén: Special peptone, Starch, Sodium chloride, Lo 20
BLOOD AGAR BASE Defibrinated sheep blood, Agar, Multivitox, pH: 7.3 0.2
Dat ti€u chufin 1S013485:2016 hodc tuong duong
J Mabi trudng luu trit chiing | Mbi trudng luu trit ching vi khuén . Pat tiéu chudn
5, HE075 vi khuén 1S013485:2016 hodc tvong duong Lo A
- TCBS agar duge st dung cho phén 18p Vibrio Cholerae va cic
S lodi vibrio gy bénh dudmg rudt
76. HC077 Moi truting TCBS - pH:8.4-8.8 Lo 1
Dat ti8u chudn ISO13485:2016 hodc tuong duong
77 HCO78 MG6i trudng véin chuyén Mdi trudmg nudi ey vi sinh - LB LIM RambaQuick Strep B Chai 1
' lién cau B Dat tiéu chuéin 1S013485:2016 hojc tuong duong
E X, At ok 1k Toat 1A T : %
78, HCO79 T d&:r phan: Huyét sac t0. Pat tiéu chuin ISO13485:2016 hoiic ml 10.000
tuong duong
79, HC080 K trting oy ndm W\F__W_:Md&:m ciy nam , Dat tiéu chuan ISO13485:2016 hoic tuong Lig 3
Thanh tdm khang sinh s - % ;
20, HCO081 limigietiers MP 32 %6 %W%L.H.nowwwﬂgd 0.002 -32). Dat tiéu chuan ISO13485:2016 Hop 9
dinh gié tri MIC dc tuong cuong
Chang chuédn H, Ma ki higu ATCC 49247 ching chudn déng goi loai dong kha. .
&k HERE influenzae Pat tidu chudin ISO13485:2016 hoidc tuong duong Hop -
Chuing chudn M& ki hiéu ATCC 49619 chiing chuin déng goi loai déng khé. -
8. HLLAS S.pneumoniae Dat tidu chudn ISQ13485:2016 hodc tuong duong Hop 2
83 HC084 Chuing chuin M ki higu ATCC 700323 ching chuiin déng goi loai déng khoi. Hb 2
) Enterobacter homachei Dat tiéu chuéin ISO13485:2016 hodc tuwong duong P
Chung chuin o e — e 5 - 2
84, HC085 Stenotrophotionss Ma ki higu \.5.09(180@ aosw goi loai dong kho. Dat tiéu chuén Hép 2
L ISO13485:2016 hodc twong duong
maltophilia
Chting chuin — 5 : —_ A
i Ma ki higu ATCC 700327 chung chuin dong gdi loai dong khod 2
8. HC086 _UES.OmooEv Dat tiéu chudn 1SO13485:2016 hodic twong duong Hop 2
casseiliflavus
36. HCO087 Ormﬁm chudn Escherichia zm_ﬂ.m,_mm: \waoo 25922 ching o‘_Em: déng gbi loai dong kho. Hép 2
coli Dat tiéu chudn ISO13485:2016 hoiic twong duong :
87 HC088 Chung chudn Escherichia | Ma ki higu ATCC 35218 ching chuin déng géi loai dong kho. Ho 9
’ coli Dat tiéu chudn ISO13485:2016 hoiic twong duong op
g8, HC089 Chiing o:.cm: K. Ma _A.H,_z@c ATCC700603 chimg Qu:m: déng g6i loai déng khod Hép 2
pneumoniae Dat tiéu chuén ISO13485:2016 hodc tuong duong :
. Chiing chudn P. Ma ki hiéu ATCC27853 chung chuan dong géi loai déng khd. <
8. HER aeruginosa ] Dat tiéu chudn ISO13485:2016 holic tuong duong Hop 2
90 HC091 Ching chufin Mi ki hiéu ATCC 51299 chiing n_:_,m,._: déng gdi loai déng kho. Hé 9
' Enterococcus faccalis Dat tiéu chuén ISO13485:2016 hofic tuong duong op
91, HC092 Chili shioki S gtivens Ma ki higu ATCC29213 ching chudn déng géi loai déng kho. Hop 9

Dal tigu chudn ISO13485:2016 hodc lwong duong
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92.

HC093

Chling chudn
S.saprophyticus

Ma ki higu ATCC BAA-750 ching orcmm dong goi loai dong
khé. Pat ti€u chuén 1IS013485:2016 hodic tvong duong

93.

HC094

Chiing chudn S.aureus

Ma ki higu ATCC BAA-976 ching chufin déng gbi loai déng
kho. Dat tiéu chudn ISO13485:2016 hofic twong duong

94.

HCO095

Chiing chuén S.aureus

M3 ki hiéu ATCC BAA-977 ching chuiin ddng goi loai dong
kho
Dat tidu chudn 1SO13485:2016 hoiic tuong duong

HC09%6

Chong chuan S.aureus

Ma ki hiéu ATCCBAA-1026 ching chuin déng géi loai déng
khd. Pat tidu chudn ISO13485:2016 hodc tuong duong

HC097

Chung chuén E.taccalis

M ki hidu ATCC 29212 ching chuéin dong géi loai déng khd
Dat tiéu chudn 1SO13485:2016 hodc twong duong

91,

HC098

Héa chét ki g:w: phun
swong phong mo

Hydrogen peroxide (H202): 7,5%; Silver: 0,015%.

- Khir triing bé mat, khit tring bing khi dung, khir tring trong
phong, khir tring bing binh xjt. Dat tiéu chudn 1S013485:2016
hotic tuong duong

Can
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98.

HC099

DAU PARPHIN

Thinh phéan: DAU PARPHIN Ong ?3 tinh vo khuén
Pt tiéu chudn ISO13485:2016 hojc tuong duong

Ong 5ml

1.000

99,

HCI100

Hoa chét chay méu co
Lactate

"Cartridge do bao gém céc cam bién,
thude thir, va céc thanh phin chit [ong
céin thiét dé phan tich miu bénh phim
va hiéu chufn chay dugc trén hé Em:m
Rapidpoint 500, Céc cam bién trong
cartridge c6 kha nfing do ludng céc chi
s6 pH, p02, pC02, ion Nat, K-+,
Cat+, Cl-, glucose, lactate,
hemoglobin toan phin (tHb),
oxyhemaoglobin (FO2HB),
deoxyhemoglobin (HHb),
methemoglobin (MetHb),
carboxyhemoglobin (COHb), and
neonatal bilirubin (nBili).
Tuong thich véi may Rapidpoint 500. Bat tidu chudn
15013485:2016 hodc tvong duong

39

100,

HC101

Héa chét rira thai todn bd

C6 chia thude rira dé 1am sach duon ¢ dén méu sau khi phén tich
va higu chudn. Bao gbm chét rira véi mudi, chit hoat dong bé
mit, chit bio quan trong nude kht ien. Tuong thich véi may

Rapidpoint 500
Dat tigu chufin ISO13485:2016 hofc tuong duong

37

101,

HC102

Hoa chét kiém chufn mirc
1

Hoa chét kiém chudn mire | cho xét nghiém do cac thong sb khi
mau chay .gcdc trén hé thong Rapidpoint 500
Pat tiéu chuéin 1S013485:2016 hodc tuong duong

102,

HC103

Héa chit kiém chuén mue
2

Hoa cht kiém chudn mirc 2 cho xmw nghiém do céc théng 50 khi
mau chay duge trén hé thong Rapidpoint 500
Dat tiéu chudn ISO13485:2016 hoiic tuong duong

103.

HC104

Haéa chét kiém chuin mic
3

Héa chét kiém chudn mirc 3 cho x¢ét nghiém do céc théng sb khi
mau chay duge trén hé thong Rapidpoint 500
Dat ti€u chudn ISO13485:2016 hoiic tuong duong

104,

HC105

Héa chél chudn xét
nghiém CA 19-9

Dugc ding dé chudn xét nghiém dinh lugng Elecsys CA 19-9
Tuong thich v6i mdy Cobas E411
Dat tiéu chufin ISO13485:2016 hodic tuong duong

105.

HC106

Hoa chét dinh lugng CA
19-9

Xét nghiém mién dich in vitro ding dé dinh luong CA 19-9 trong
rcw% thanh va huyét tuong ngudi.
Tuong thich véi may Cobas E411
Dat tigu chufin 1ISO13485:2016 hoiic tuong duong

106.

HC107

Chit pha lodng mau

Dung dich pha lofng, di kém véi cac thude thtr mién dich
Eleesys.
Tuong thich vai méy Cobas E411
Dat tidu chuidn ISO13485:2016 hodic tuong duong

107.

HCI08

Cup dung dung dich
phan ng

Cup chira mu ding trén hé thong cobas e 411, Pat tidu chudn
15013485:2016 hodc tvong duong

108.

HCI09

Dung dich hé théng dé
phat tin hidu dién hda

Dung dich duoe st dung dé thue hién:
= Phyc hi dién cue
* Vin chuyén hin hop phan img thube thir
= Rira vi hat phu streptavidin
= Phat tin hiéu.
Tuong thich véi may Cobas E411
Dat tiéu chuin [SO13485:2016 hodic tuong duong
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109.

HC110

Dung dich hé Em:m ria

Dung dich duge st dung dé thue hién:

Test

30
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b0 phat hién cia may = Rira hé théng 6ng vi bubng do sau mdi lan do
= Phuc héi dién cyce
Tuong thich véi may Cobas E411
Pat tigu chudn 18013485:2016 hoic tuong duong
Dung dich natri hydroxide: 3 mol/L v&i dung dich natri
. . o hypochlorite .
110.) HCIl Dung dich rua may Tuong :%_w ”a_“ méy Cobas E411 Hop 2
Dat tidu chudn 1S013485:2016 hofic tuong duong
) . Pugc dung dé chufin xét nghi¢m dinh lugng Elecsys AFP trén
. Haa chat chuan xél mdy xét nghiém mién dich cobas e. =
L Hels nghi¢m dinh lugng AFP Tuong thich vai may Cobas E411 Hop 2
Dat tiéu chufn 1SO13485:2016 hoiic trong duong
. £ P Duoc dung dé chudn xét nghiém dinh lweng Elecsys CA 125 11
_ __c;m c:m_ or:,;.: xm.m trén may xét nghiém mién dich Elecsys va cobas e, "
112.| HCI113 nghig¢m m_”._%u_:o:m CA Tirong thich véi my Cobas E411 Hop 2
B Pat tidu chudn 1SO13485:2016 hofic twong dwong
Héa chét chud Duoc ding dé chuén xét nghiém dinh lugng Elecsys CA 15-3 II
[6a chit chuin xét A g ; & B S
1130 Hel4 netilém dinh liong €A trén may phan no\r xét mmrwn_s mién dich cobas ¢. Hop 9
T sa Tuong thich vi miy Cobas E411
o Pat tiéu chuéin ISO13485:2016 hodc tuong duong
; 4 5o Puoc ding dé chufin xét nghiém dinh lugng Elecsys CA 72-4
[6a chdt chudn xét N PR o n F o -
14l nens rahigin @ik lgang CA trén may x¢t :E.:mu: mién @_orlm_oomwm va cobas e Hop 5
= Tuang thich véi may Cobas E411
Dat ti€u chuéin ISO13485:2016 hodc wong duong
) k Buoge dung d& chuén xét nghiém dinh lugng Elecsys CEA trén
Hoa chdt chuén xét may xét nghiém mién dich Elecsys va cobas e. .
15 Hels nghiém dinh lugng CEA ’ Tuong thich v&i may O:U.,W E411 Hop 2
Dat tiéu chudn ISO13485:2016 hoiic twong dueng
Héa chi chudn et Puge diing dé m::mj x&\:ms_o_@d g_:ﬁ_:d.:m Elecsys CYFRA
el Heil7 P — 21-1 trén may xét :m._.:Q: mién ﬁ:o,r cobas e. Hop 2
= EIRE = Tuong thich v6i méy Cobas E411
Dat tiéu chuan ISO13485:2016 hodc twong duong
Eidia, bt bl o Puge ding dé chudn xét nghiém dinh hrong Elecsys Ferritin trén
Oa chat chudn xét Ly S CneR -
17| Helig mehiEn Gl g may xét :mr_@ﬁ mién .n:c: T«Hooﬂwm«w cobas e. Hop 2
= Feititis Tuong thich v6i miy Cobas E411
Pat tiéu chuin ISO13485:2016 hoic twong duong
) ‘ Puoc ding dé chuin xét nghiém dinh lugng Elecsys FT3 III trén
Hda chit chudn xét may x¢ét nghiém mién dich Elecsys va cobas e. "
118, HCII® nghiém dinh luwong FT3 Tuong thich véi may Oovmw\m E411 Hop 4
Pat tiéu chudn ISO13485:2016 hodc trong duong
) ) Buge ding dé chufin xét :mrmm_d dinh lugng Elecsys FT4 TIT
. Hoa chat chuin xét assay trén may xét nghiém mién dich Elecsys va cobase . .
1% HCH0 nghigm dinh luvong FT4 Twong thich v&i may Cobas E411 Hop 2
Dat tidu chuin ISO13485:2016 hofic tuong duong
Hoéa chit chuén xét [H6a chit chudn .MM”_:MMMM@&%M M%%m_bm_mm_.“&o&u D 6n dinh
B =l bm_z_mﬁm.m.—_.g_wﬁ_”c:m Tuong thich véi may Cobas E411 Hop 3
Dat tigu chudn ISO13485:2016 hofic tuong duong
\ Duge dung dé chudn xét nghiém dinh lugng Elecsys TSH trén
121l ‘o122 Ida chit chudn xét may xét nghiém mién dich oo_uwﬂ% _o_H:Q:w thich v&i may Cobas Hop 2
Pat tiéu chufin 1SO13485:2016 hofic twong dwong
Xét nghiém mién dich in vitro dung dé dinh lugng ol-fetoprotein
trong huyét thanh va huyét twong ngudi
Xét nghiém nay dugce chi dinh st dung trong:
= 15 trg chin dodn ung thu biéu mé té bao gan (HCC).
» H tro thee doi didu tri bénh nhdn c6 khdi u té bao mim khong
F 2, ) T phai nguyén tinh bao. .
122, HCI23 Hgsa st Mg ARE » La mjt thong sb két hop véi céc thng sb khac giup danh gid Hop c
nguy co tam bdi nhiém séc thé 21 (hdi chitng Down)
Phuong phap xét nghiém: Xét nghiém mién dich dién héa phét
quang.
Tuong thich v6i may Cobas E411
Pat tigu chufin 1S013485:2016 hoiic tuong duong
xét nghiém mién dich in vitro ding dé dinh lugng quyét dinh
123 HCI24 Héa chit m__ww lugng CA khéng nguyén phan ting OC 1235 trong huyét thanh va huyét Hp 3

. twong ngudi,
Céc quyét dinh khang nguyén nay két hop vai glycoprotein cao
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Tuong thich véi may Cobas E411
Pat tidu chudn 1SO13485:2016 hoac twong duong

124.

HC125

Héa chét dinh luong CA
15-3

X6t nghiém mién dich in vitro diing dé dinh luong CA 15-3 trong
huyét thanh va huyét twong ngudi gitp h trg theo doi bénh nhan
ung thu va.

Phwong phap xét nghiém: Xét nghiém mién dich di¢n hoa phat
quang.

Tuwong thich v&i may Cobas E411
Pat tiéu chudn 18013485:2016 hodic tuong duong

Hop

HC126

Hda chét dinh lugng CA
72-4

Xét nghigm mién dich in vitro ding dé dinh lugng CA 72-4 trong
huyét thanh va huyét trong nguoi, X¢ét nghiém dac bigt giop hd
tro theo doi didu trj ung thu da day va ung thu budng trimg,
Phuong phap xét nghiém: Xét nghiém mién dich dién héa phat
quang
Tuwong thich vdi may Cobas E411
Dat tiéu chuin ISO13485:2016 hoic twong duong

126.

HC127

Héa chét dinh lugng
CEA

Xét nghiém mién dich in vitro ding dé dinh lwong khang nguyén
ung thu phoi trong huyét thanh va huyét twong ngudi. Ngoi ra,
xét nghiém nay con duge chi dinh do CEA theo trinh tu thoi gian
dé hd tro theo doi tinh trang ung thu ca bénh nhén.
Phuang phap xét nghiém: Xét nghiém mién dich dién hoa phat
quang.

Twong thich véi méy Cobas E411
Pat ticu chudn 1S013485:2016 hofic tuang duong

127.

HC128

Héa chét dinh hrong
Cyfra 21-1

Xét nghiém mién dich in vitro dung dé dinh lugng cac phén doan
cia cytokeratin 19 trong huyét thanh va huyét trong ngwdi.,
Phuang phap xét nghiém: Xét nghiém mién dich dién hoa phat
quang.

Tuong thich véi may Cobas E411
Pat tidu chufin 1S013485:2016 hoic tuong duong

128.

HCI129

Hoa chét dinh lrong
Ferritin

Xét nghiém mién djch in vitro diing d& dinh lwong ferritin trong
huyét thanh va huyét tvong ngudi. Xét nghiém mién dich dién
hoéa phét quang “ECLIA” duge diung cho cic miy xét nghiém

mién dich Elecsys va cobas c.
Tuong thich véi méy Cobas E411
Dat tidu chudn 1S013485:2016 hodic tuong duong

129.

HC130

Hoa chét dinh lugng FT3

Xét nghiém mién dich in vitro diing dé dinh luong
trijodothyronine {ir do trong huyét thanh va huyét twong ngudi.
Xét nghiem mién dich dién hoa phat quang “ECLIA” dugc ding
cho cdc may xét nghiém mién dich Elecsys va cabas e.
Twong thich v&i may Cobas E411
Dat tidu chufn 1SO13485:2016 hoiic tuong duong

130.

HCI31

Héa chét dinh lugng FT4

Xét nghiém mién dich in vitro dimg dé dinh lwong thyroxine ty
do trong huyét thanh va huyét twong ngudi.

Xét nghidm mién dich dién héa phét quang “ECLIA” dugc ding
cho cdc méy xét nghiém mién dich Elecsys va cobas e.
Tuong thich v&i may Cobas E411
Dat tidu chufin ISO13485:2016 hoic tuong duong

131.

HC132

Héa chét dinh luong
HCG+beta

Héa chét dinh lugng HCG+beta, D on dinh khi m& néip & 2-
80C: 12 tudn
Tuong thich v6i may Cobas E411
Dat tiéu chudn ISO13485:2016 holic twrong duong

132.

HC133

Hoa chit dinh luong
khang thé viém gan B

Héa chat dinh lugng khéng thé viém gan B, D6 nhay: 100%,
-Bg déc hi¢u: 99.78%
Tuong thich voi may Cobas E411
Pat tiéu chudn 1SO13485:2016 hoic tuwong duong

133.

HC134

Héa chit dinh lugng TSH

Xét nghiém mién dich in vitro dung dé dinh lugng thyrotropin
trong:
huyét thanh va huyét trong ngudi. Xét nghiém mién dich dién
héa phét quang “ECLIA”n (electrochemiluminescence
immunoassay) dugc ding cho may xét
nghiém mién dich cobas e,
Tuong thich voi may Cobas E411
Dat tigu chudin [SO13485:2016 hoic twong duong

134.

HC135

Héa chét dinh tinh khang

Hoa chét dinh luong k ang thé viém gan B, Do nhay: 99.9 %,
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nguyén bé mat viém gan -B9 dic higu: 99.98 %.
B Tuwong thich vai may Cobas E411
Pat tidu chufin [SO13483:2016 hojc tuong duong
Héa chit kidm tra chit Puge diing dé kiém tra chat lugng cic xét :memB mién djch
5 DRl OB T Elecsys trén méy phén tich xét nghiém mién dich cobas e. Hb 3
135.| HCI36 L cie xétngh _.n_j Tuong thich véi may Cobas E411 op
marker ung thu Dat tiéu chudn 1S013485:2016 hojic twvong dwong
L6 chit kidm tra chét Duoge ding dé kiém tra chét luong omo xét Pm.:._w._s mién dich
136! HC137 Tidigres cm.,.n <&F ks Elecsys trén mdy phén tich xnﬂ .:m_:n_: mién dich cobas . Hop 3
. s ’ rEu\m: ma_w ; Tuong thich vai may Cobas E411 i
DPat tiéu chudn ISO13485:2016 hofc tuvong duong
Hoa cht kiém tra chat Hoa chit kiém tra chét lugng xét nghiém dinh lugng khing thé
; luong xét nghiém dinh viém gan B .
137 HCI3B | | OO e thé vitm gon Tuong thich véi méy Cobas E411 Hop ?
B Dat tiéu chudn IS013485:2016 hoiic twong duong
Hoa chét kiém tra chét Hoa chat kiém tra chit lugng xétn ghiém dinh tinh khang nguyén
. lugng xét nghiém dinh bé mit viém gan B R
38 HE tinh khéng nguyén b& mat Twong thich véi may Cobas E411 Hap 3
viém gan B Dat tiéu chudn 1S013485:2016 hodc twong duong
Dung dich b6 sung vao thing chira nude cét cho
may phén tich cobas e 411. Dung dich ting cudng rira
139.] HC140 Nude rira hé théng hiéu qué gitta cAc bude hat miu vi cin thiét cho tt ca cic thir Test 8
nghiém thong s6.
Pat tiéu chudn 1SO13485:2016 hoic tuong duong
\ Tip dung dung dich phan Tip hiit mau diing trén hé thong cobas ¢ 411 .
140, HEMH ing Dat tidu chuén ISO13485:2016 heiic twong duong. Hp &
Test thir do 11 thong s6: Glucose, Bilirubin, Cetone (Acid
g acetoacetic), ty trong, méu, pH, Protein (Albumin), Urobilinogen,
141, HC144 {eat i >_EQoh:n: ] ZVE_WHP hocmﬁooﬁo_uﬁwﬁn: chu), Acid Ascorbic, . Test
thong so Tuong thich véi may ComboStik R300 iee0n
Dat tiéu chudn IS013485:2016 hoiic twong duong
Sir dung dé kiém chudn dai bénh 1y cho cac xét nghiém APTT,
Chét kiém chuén dai PT, Fibrinogen, cdc yéu té dong mdu, cac chit tc ché,
142,| HC145 bénh 1y cho céc xét Plasminogen. Hap 4
nghiém déng mau Tueng thich vai may Sysmex CS 1600
Dat tidu chudin IS013485:2016 hoiic twong duong
Cong phan g cho may xét nghiém déng mAu va chira mau
trong chiic ning kiém tra tidn phén tich trong may dong méu tr
déng da budc séng. Céng sir dung mot 14n, ¢d thé nap vae may
. ; 5 tai moi thoi diém. -
) HClag Céng phunimg - Cong phan trng duy nhét danh cho dang méy déng méu ty dong T 6
da budc song cy thé, may khong thé dimg loai céng do khae,
Twong thich vé&i méy Sysmex CS 1600
Dat tiéu chudn ISQ13485:2016 hodc twong duong
St dung nhwr hod chét bd xung trong céc xét nghiém déng mau
nhw APTT, yéu t8 VIII, IX, xét nghiém protein C, protein S...
144, HC147 Dung dich calcium clorid - Ddng goi dang léng, dung dich calcium chloride Hop 2
Tuong thich v&i méy Sysmex CS 1600
-Pat tidu chudn 1S0Q13485:2016 hodc twong duong
Stv dung dé rira kim trén hé thdng mau déng mau ty dong
s g o - Déng poi dang long
145.| HC148 Dung dyeh-s ”_m ad tinh - Dung dich ¢6 tinh acid, néng 6 HCl > 1% Lo 1
RalE Tuong thich véi may Sysmex CS 1600
Pat tidu chuén 1S013485:2016 hoic twong duong,
Str dung d& rira kim trén hé théng mau dong méau ty dong
S - Péng gobi dang léng
Mg Holdg | DUmEdicniacoting - Dung dich c6 tinh kidm, ndng 46 NaCIO 2 1% Cai 25
cem Tuong thich véi may Sysmex CS 1600
Dat tiéu chuin ISO13485:2016 hotic tuong duong,
La dung dich dém (rong xét :mrmmn._ déng mau
.- ~ - Déng gdi dang long, thanh phan gbm sodium barbital va
147.| HCI50 N_Mw M__mwwswc_mﬁdm Ma sodium chloride Hop 4
: B Tuong thich voi may Sysmex CS 1600
Dat liéu chufn ISO13485:2016 hoiic twong duong,
. ) mw._. a_wﬁm dé hiéu chufn cho cac xét nghiém PT, Fibrinogen, céc
148 HC151 Hoa o:.mﬁ hiéu chuan xét yéu td déng mau, cic nrmﬂ,&.n mrm» Plasminogen. Thanh phdn c6 Ho |
nghiém déng mau nguodn goc tir ngudi op
- Dong gbi dang bt dong khd
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149.

HC152

Hoa chit xac dinh théi
gian dong mau (PT)

St dung dé xac dinh thi gian prothrombin (PT)

- Déng géi dang bot déng Ihd, thanh phin chira thromboplastin
nhau thai ngudi, Calcium Chloride va chét én dinh
Tuong thich v&i may Sysmex CS 1600
Dat tiéu chudn IS013485:2016 hodc twong duong,

14

150.

HC153

Hoa chét x4c dinh théi
gian thrombin huyét
tfuong

Str dung dé x4c dinh thoi gian thrombin (TT)
- Bong goi dang bjt déng kho, thinh phin chia thrombin bd va
Albumin bo
Tuong thich vdi may Sysmex CS 1600
Pat tiéu chudn 15013485:2016 hojic twong duong,

10

151,

HC154

Héa chit xdc xdc dinh
néng do fibrinogen huyét
tuwong

Sir dung dé dinh lugng fibrinogen trong huyét tuong Déng gé
dang bét ddng khd, thinh phin chira thrombin ¢6 ngudn gbc tir
b khoang
Twong thich véi may Sysmex CS 1600
Dat tiéu chudn ISO13485:2016 hoiic tuong duong,

Hop

30

152.

HC155

Héa chit xéc dinh thoi
gian APPT

- Sir dung dé xdc dinh thoi gian thromboplastin hoat hod
phén (APTT)
- Péng g6i dang 16ng, thanh phin chira phosphatides dau nanh
h khiét va tir ndo tho véi acid ellagic, chit dém va chét én
dinh.
Twong thich v6i may Sysmex CS 1600
Dat tiéu chudn 1S013485:2016 hodic frong durong,

153,

HC156

Huyét twong kiém chudn
& mirc binh thudng

Str dung dé kiém chudn céc xét nghiém déng méu & gidi han binh
thudng, gia tri duge cung om.% cho cac xét nghiém APTT, PT, TT,
Fibrinogen, ATIIL, Thoi gian Batroxobin/ Reptilase
- Péng goi dang bat dong kho, c6 ngudn gdc tir huydt trong twoi
duoe chéng dong citrat ciia nhiing ngudi binh thudng
Tuong thich véi may Sysmex CS 1600
Dat tiéu chuén ISO13485:2016 hodc twong duong.

12

| 154.

HCI157

Huyét tuong kiém chudn
trong pham vi diéu trj

St dung dé kiém chudn céc xét nghiém déng mau & dai didu trj
chéng déng dwdng udng mirc cao hon, gid tri duge cung cdp cho
ce xét nghiém APTT, PT
- Déng gi dang bt dang khd, ¢ ngudn gde tir huyét tuong
ngudi chéng déng citrat
Twong thich voi miy Sysmex CS 1600
Pat tidu chudn ISO13485:2016 hodc tuong duong.

Hop

10

155.

HC158

Chit boi tron

Dung dich do cuvette blank tuong thich vai may JCA-BM6010/C
Dung dich trang cong phan ting Ex, Thanh v:m:” Chét hogt dong
bé mit, Thiazoline .

Tuong thich véi may JCA BM6010/C
Pat tidu chudn ISO13485:2016 hoiic tuong duong.

Chai

40

156.

HCI159

Chét chudn cho xét
nghiém CK-MB

Cht hiéu chudn | _js.o cho xét nghiém CK-MB
dang bot dong kho co ngudn gde tir albumin huyét thanh bo cling
voi cac c:ﬂ phy gia hoa hoe va cée nguyén ligu tinh wr étco
ngudn ge cu :F Céc thanh phin sau khi hoan nguyén ou dinh
trong 28 ngay néu bio quan & (-15) — (-20)°C, va 2 ngay néu bdo
quén & 2 — 8°C. Chua mé nép: bio quan &2 - 8 dd C.
Tuong thich véi may JCA BM6010/C
Dat tidu chufn IS013485:2016 hoiic tuong duong.

157.

HC160

Chét chuén cho xét
nghiém Lipid

Chét hidu chudn xét nghiém dinh lvgng HDL-Cholesterol, LDL-
Cholesterol, Lp-PLA2, NEFA, Phospholipid
Tuwong thich v&i may JCA BM6010/C
Dat tidu chudn ISQ13485:2016 hojc tiwong duong,

158,

HC161

Chét chuén huyét thanh
cho xét nghiém dién giai

d6

Chiét hiéu chufin xét nghiém dinh luvong natrd, kali, clorid
B higu chudn lon db _,Ev%w thanh, st dyng cho muc dich chin
dodn in vitro, trong xét nghiém dinh lugng mat s6 chét dién giai
cé trong huyét thanh va huyét twong & ngudi. Thanh phén;
Formaldehyde .
Twong thich véi may JCA BM6010/C
Dat tiéu chufin I1SQ13485:2016 hoiic tuwong duong,

159.

HCI162

Chiét chuén trong xét
nghiém dinh lugng CRP

Chét higu chudn xét nghiém dinh luong protein phan Gng C
, (CRP)

Chélt higu chun st dung cho céc xél nghigm in-vitro, dung dinh
lugng _protein phan tmg C (CRP) trén cdc hé :gc:m do quang. Mat
bd gdm 5 chét hidu chufn dang léng, 6n dinh vai cac mirc khac
nhau.
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Twong thich v&i may JCA BM6010/C
Dat tidu chufin 1S013485:2016 hoic twong duwong.

160.

HC163

Chét hiéu chuén cho mdt
s0 xét nghiém sinh hoa

Chét hiéu chufn xét nghiém dinh lugng 29 thong s6 sinh hoa
dang dong khd, cé chira vt lidu tir méu ngudi :Eva# thanh) va
céic phy gia hoa hoc va vit liéu sinh hoc ¢6 ngudn gbc cu thé.
Tuwong thich véi may JCA BM6010/C
Pat tidu chudn I1SO13485:2016 hoiic tuong duong.

161.

HC 164

Chét kiém chuén theo dai
dd chinh xdc va d6 13p lai
cho mét & xét nghiém
sinh héa

Chit kiém chimg mtrc bénh Iy cho nhiéu loai xét nghiém thudng
quy

viit ligu kidm soat dung d& theo doi hiéu sudt xét nghiém dinh
lwong nhidu chét phén tich khéc nhau in vitro, dang dong khd,

chita vat liéu tir méu ngudi (huyét thanh) va thuée, c4c thanh
phén hiiu co va v8 co va nguyén liéu sinh hoe ¢6 ngudn gbe cu

thé. Céc ndng dd & mirc bénh 1y,
Tuong thich véi may JCA BM6010/C
Dat tiéu chufn ISO13485:2016 hodc tuong duong.

162.

HC165

Chét kiém chufn theo d
dd chinh x4c va do ldp lai
cho xét nghiém dinh
lwgng Protein (muc 1)

Vit lidu kiém sodt mire 1 xét nghiém dinh luong 14 thdng s6 sinh
héa

vat lidu kiém soat xét nghiém dinh lugng céc protein huyét thanh

khic nhau mire 1, dang long 6n dinh, ¢o chia vét lidu tir méau
ngudi (huyét trong). Ba 6n dinh: t6i thidu 12 tuén déi vai
albumin, C3c, C4, IgG, IgM, IgA, prealbumin va transferrin,
Tuong thich véi may JCA BM6010/C
Pat tiéu chudn 1S013485:2016 hodic tuong duong.

163.

HCl166

Chét kiém chudn theo doi
dd chinh xéc va do 1dp lai
cho xét nghiém dinh
Iuwgng Protein (mic 2)

Vit liéu kiém soat mirc 2 xét nghiém dinh lugng 14 théng sb sinh
héa

vit liéu kiém soat xét nghiém dinh hwgng céc protein huyét thanh

khéc nhau mue 2, dang léng 6n dinh, c6 chira vat lidu tir méu
ngudi (huyét trong). B3 6n dinh: t6i thidu 12 tudn dbi véi
albumin, C3e, C4, IgG, IgM, IgA, prealbumin va transferrin,
Tuong thich véi may JCA BM6010/C
Dat tiéu chufn ISO13485:2016 hoiic twong duong.

164

HC167

Chét kiém chimg cho
mot s0 xét nghiém dinh
lugng sinh héa

Chét kiém chimg mirc thong thuémg cho nhiéu loai xét nghiém
thuong quy
vt liéu kiém soat ding dé theo dai hidu suit xét nghiém dinh
lugng nhigu chét phén tich khdc nhau in vitro, dang dong kho,
chira vit li¢u tr mau ngudi ::QQ thanh) va thude, cdc thanh
phin hitu co va vd co v nguyén ligu sinh hoc ¢4 ngudn géc cu
thé.
Tuong thich véi may ICA BM6010/C
Pat tiéu chudn 1SO13485:2016 hodc twong duong.

HC168

Chét Iam mat bong dén

Dung djch lam mat den halogen tuong thich v&i may JCA-
BMG6010/C
Dung dich lim mét d&n ¢6 chira cht chéng gi sét. Thanh phén:
Propylence glycol , Dung dich chéng gi sét, Chét béo quan.
Dat tigu chudn ISO13485:2016 hoiic tuong duong.

Lo

166.

HC169

Chit thy rira

Dung dich rira cuvette twong thich véi méy JCA-BM6010/C
Dung dich tring céng phan ting 7. Thanh phén: Sodium
hydroxide , Polyoxyethylene octylphenyl ether, Chét hoat dong
b& mit ludng tinh Dat tiéu chuin 1SO13485:2016 hoidc tuong
duong,

Chai

70

167.

HC170

Dau 1 Cuvette

Dau . Thanh phin: PERFLUORO COMPOUNDS, C5-18.
Tuong thich vi mdy JCA BM6010/C
Bat ti€u chudn ISO13485:2016 hodc twong duong.

Hop

168.

HC171

Dung dich dém [SE
Buftfer

Dung mdi pha loing miu cho ISE tuwong thich véi may JCA-
BM6010/C
Dung dich dém ISE, ding dé pha loAng mfu trong xét nghiém
dinh Iugng mét s& chét dién giai (natri,
lali vi clorit) ¢6 (rong mAu huyét thanh, huyét twong hodc nudc
tiéu cia ngudi. Thanh phin: Formaldehyde , Phosphoric acid,
Triethanolamine . Dat tiéu chuin 1SO13485:2016 hodc tuong
duong.

15

169.

HC172

Dung dich pha lodng cho
xét nghiém Hbalc

Dung dich ly giai cho x¢ét nghiém dinh lugng HbAlc trong méu.
Twong thich véi may JCA BM6010/C
Dat tiéu chuén ISO13485:2016 hogc tuong duang,

170.

HC173

Dung dich rira ISE
Detergent Solution

Dung dich raa bg dién giai tvong thich véi may JCA-BM6010/C
Dung dich ria ISE, dugce st dung cho muc dich chén doan in

vitro, trong xét nghiém dinh luong mdt sb chit dién giai c6 trong
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huyét thanh, huydt twong va nude ticu cla nguoi, Thanh phan:
Sodium hypochlorite.Pat tiéu chudn ISO13485:2016 hoiic tuong
duong,.

171,

HC174

Hda chit chudn cho xét
nghi¢ém RIF

Chét hiéu chuin 5 mirc o:o x& :WEWS RF
chét hidu chuén ding dinh lugng u\oz td dang EM% (RF) trén cac
hé théng do quang, mét bd gbm 5 5 chéit hiéu chudn dang _o:m bn
dinh, véi cée mitc néng db khac nhau. Céc chit higu chuéin nay
¢6 chira vat liéu tir méu nguoi (huyét twong).
Tuong thich véi may JCA BM6010/C
Dat tiéu chudn [SO13485:2016 hofc twong duong.

172.

HC175

[16a chét chudn xét
nghiém Hbalc

Chét hidu chuin xét nghiém dinh [ugng HbAlc
Chét hiéu chuén cho xét nghiém in vitro, ding dinh lugng HbAlc
trong méu, duge lam tir mau ngudi,
Tuong thich véi may JCA BM6010/C
Dat tiéu chuén 1S013485:2016 hoic tuang dwong,

173.

HC176

Hoa chét dinh lugng
ALAT (GPT)

Thude thir xét nghidm dinh lwong ALAT (GPT)
Phuong phép: T6i wu hoa tia UV theo IFCC, Thanh phin: R1:
TRIS, L-Alanine , LDH (lactate dehydrogenase) , R2: 2-
Oxoglutarate , NADH .

Tuong thich véi may JCA BM6010/C
Dat tidu chuén ISO13485:2016 hofic twong duong.

174.

HC177

Héa chét dinh lugng
ASAT (GOT)

Thuoc thtr xét nghiém dinh lvong ASAT (GOT)

Phuong phap: Téi wu héa tia UV theo IFCC. Thanh phin: R1:
TRIS, L-Aspartate , MDH (malate dehydrogenase) , LDH (lactate
dehydrogenase) , R2: 2-Oxoglutarate , NADH .

Tuwong thich voi may JCA BM6010/C
Dat tidu chudn 1S013485:2016 hojc twong duong.

15

HC178

Héa chét dinh lugng
Bilirubin toan phan

Thube thir xét nghig¢m dinh lugng bilirubin toan phan
Phuong phap: Do quang st dung 2,4-dichloroaniline (DCA).
Thanh phéin: R1: Phosphate buffer , NaCl , R2: 2,4-
Dichlerophenyl-diazonium salt , HCI .

Tuong thich véi miy JCA BM6010/C
Dat tiéu chudn ISO13485:2016 hoic tuong duong.

176.

HC179

Héa chét dinh lugng
Bilirubin truc tiép

Thubc thir xét nghiém dinh lugng bilirubin true tiép
Phuong phap: Do quang str dung 2,4-dichloroaniline (DCA).
Thanh w:w:. R1: EDTA-Na2 , NaCl , Sulfamic acid ; R2: 2,4~

Dichloroaniline , HCI, mUH>-ZmM
Tuong thich véi miy JCA BM6010/C
Dat tiéu chuén IS013485:2016 hofic tuong duong.

12

177.

HC180

Héa chit dinh lugng
Calci huyét thanh

Thude thir xét nghiém dinh lugng calci
Phuong phép: Po quang, diém cudi v&i Phosphenazo 111 Thanh
phén: R1: Malonic acid butfer , Phosphonazo III, R2: Malenic
acid , Chelating agent .
Tuong thich véi may JCA BM6010/C
Pat ticu chufin 1SO13485:2016 hofic tuong duong,

178.

HC181

Hoéa chét dinh lugng
Cholesterol

Thudc thir xét nghiém dinh lugng Cholesterol
Phuong phép: “CHOD-PAP”: xét nghiém do quang enzymatic,
Thanh phin: Good's buffer, Phenol , 4-Aminoantipyrine,
Cholesterol esterase (CHE), Cholesterol oxidase (CHO),
Peroxidase (POD).

Tuwong thich v&i may JCA BM6010/C
Dat tiéu chudn ISO13485:2016 hodic tuong m:.oﬂm

179,

HC182

Héa chit dinh lugng CK-
MB

Hoa chit cho xét nghiém dinh :_Q:m CK-MB trong huyét thanh
hogic huyét tuong,

Phuong phap: Téi uu héa tia UV theo DGKC va IFCC cho CK
véi sur e ché che isoenzyme CK-M bai khéng thé don dong,
Thanh phén: R1: Imidazole/Good's buffer , Glucose , N-
Acetyleysteine (NAC) , Magnesium acetate , EDTA-Na2 , NADP
, Hexokinase (HK), khang thé don dong (chudt) khang CK-M ctia
ngudi; inhibiting capacity , R2: Imidazole/Good's buffer , ADP,
AMP , Glucose-6-phosphate dehydrogenase (G6P-DH) ,
Diadenosine pentaphosphate , Creatine phosphate .

Twong thich v6i may JCA BM6010/C
Dat tidu chufn 1S013485:2016 hodic luong duong.

180.

HC183

Héa chét dinh lwong CK-
NAC

Thube thir xét nghiém dinh Iugng creatinine kinase (CK)
Phuong phap: Téi uu héa tia UV theo IFCC va DGKC. Thanh
phén; R1: Imidazole, Glucose , N-Acetylcysteine (NAC) ,
Magnesium acetate, EDTA-Na2 , NADP , Hexokinase (HK),




STT

M3 HC

_Danh mue hoa chét,
thube thi, test thir

Yéu ciu ky thut (co ban) :

Bon vi tinh

86

Jugng

R2: Imidazole, ADP , AMP , Diadenosine pentaphosphate ,
Glucose-6-phosphate dehydrogenase (G6P-DH) , EDTA-Na2 ,
Creatine phosphate.

Tuong thich véi may JCA BM6010/C
Dat tiéu chudn ISO13485:2016 hoiic tvong duong,

181.

HC184

Hoéa chét dinh hwong
Creatini

Thude thir xét nghiém dinh luong creatinine
Phuong phép: Pong hoc, khong khir protein, theo phuong phép
Jaffé. Thanh _u:.w:ﬁ R1: Sodium hydroxide , R2: Picric acid .
Tuong thich véi may JCA BM6010/C
Pal tiéu chudn ISO13485:2016 hodic twong duong.

182,

HCI185

Haa chét dinh luong CRP

Thubc thir xét nghiém dinh lugng protein phan tng C (CRP)
Phuong phép: Po mién dich dd duc. Thanh phén: R1: TRIS , R2:
TRIS , khing thé (dé) khéng CRP ngudi .

Twong thich v&i méay JCA BM6010/C
Pat tidu chudn ISO13485:2016 hodic twong duong,

183.

HCIB6

Hoéa chét dinh lugng
Gamma-GT

Thuée thir xét nghiém dinh lvong Gamma-GT
Phuong phéap: Po quang dong hoe, theo Szasz/Persijn, duge
chufin hoa theo IFCC. Thanh phin: R1: TRIS , Glycylglycine ,
R2: L-Gamma-glutamyl-3-carboxy- 4-nitroanilide .
Tuong thich v&i may JCA BM6010/C
Dat tigu chudn ISO13485:2016 hojic tuong duong.

184.

HCI187

Hoéa chét dinh luong
Glucose huyél thanh

Thude thir xét nghidm dinh lrong Glucose
Phuong phap: Enzymatic UV st dung hexokinase. Thanh phén:
R1: TRIS buffer, Mg2+, ATP , NAD, R2: Mg2+ , Hexokinase
(HK) , Glucose-6-phosphatedehydrogenase (G6P-DH) . Dai do:
1&n dén 500 mg/dL (30 mmol/L) .
Twong thich v&i may JCA BM6010/C
Dat tidu chuin 1S013485:2016 hodc twong duong,

185.

HCI188

Héa chit dinh luong
Hbalc (Reagent-1)

Thude thir xét nghiém dinh luong HbAle
Phuong phap: Enzymatic. Thanh phin: R1: 10-
(carboxymethylaminocarbonyl)-3,7-bis (dimethylamino)
phenothiazine, sodium salt .

Tuong thich vai may JCA BM6010/C
Pat tiéu chudn ISO13485:2016 hoidic twong duong.

12

186.

HC189

Héa chét dinh luong
Hbalc (Reagent-2)

Thude thir xét nghiém dinh lugng HbAle
Phuong phép: Enzymatic. Thanh phén: R2: Peroxidase (POD),
Fructosy! peptide oxidase (FPOX) .
Tuong thich voi may JCA BM6010/C
Pat ticu chudn 1S013485:2016 hoic tuong duong,

12

187.

HC190

Hoa chét dinh luong
HDL-C

Thudc thir xét nghiém dinh lwgng HDL-Cholesterol
Phuong phép: Po enzymatic Thanh phin: R1: Buffer,
Peroxidase (POD) , N-(2-hydroxy-3-sulfopropyl)-3,5-
dimethoxyaniline sodium salt (II-DAOS) . R2: Buffer

Cholesterol esterase (CHE) , Cholesterol oxidase (CHO),
Peroxidase (POD), 4-Aminoantipyrine.
Tuong thich vé&i may JCA BMo6010/C
Dat tiéu chuin 1SO13485:2016 hodc tuong duong,

Hop

188,

HCI191

Héa chét dinh lugng
LDL-C

Thude thir xét nghig¢m dinh lugng LDL-Cholesterol
Phuong phédp: Po enzymatic Thanh phin: R1: Buffer ,
Peroxidase (POD) , N-(2-hydroxy-3-sulfopropyl)-3,5-
dimethoxyaniline sodium salt (H-DAQOS) , R2: Buffer,

Cholesterol esterase (CHE) , Cholesterol oxidase (CHO),
Peroxidase (POD) , 4-Aminoantipyrine (4-AA).
Tuong thich véi may JCA BM6010/C
Pat tidu chudn [SO13485:2016 hoiic fuong duong.

189,

HC192

Héa chit dinh lugng
Protein toan phin

Thude thir xét nghiém dinh lugng protein toan phén
Phuong phép: Po quang theo phuong phép biuret, Thanh phén:
R1: Sodium hydroxide , Potassium sodium tartrate , R2: Sodium

hydroxide , Potassium sodium tartrate , Potassium iodide ,
Copper sulphate .
Tuong thich v&i may JCA BM6010/C
Pat tiéu chudn [SO13485:2016 hoiic twong duong.

Hop

190.

HC193

Héa chét @_:r lugng sht
huyet thanh

Thube thir xét nghiém dinh lugng sit
Phuong phép: Do quang st dung Ferene. Thanh phin: R1:
Acetate buffer , Thiourea , R2: Ascorbic acid , Ferene , Thiourea
. Déi do: 1én dén 1000 pg/dL (179 pmol/L) .
Tuwong thich véi may JCA BM6010/C
Dat tiéu chudn 1S013485:2016 holc tuong duong,
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191.

HC194

Hoéa chit dinh luong
Triglycerides

Thudc thir xét nghiém dinh lugng Triglyceride
Phuong phép: Se mau enzymatic sit dung glycerol-3-phosphate-
oxidase (GPO). Thanh phén: Good's buffer , 4-Chlorophenol 4
mmol/L, ATP , Mg2+ , Glycerokinase (GK) , Peroxidase (POD) ,
Lipoprotein lipase (LPL) , 4-Aminoantipyrine, Glycerol-3-
phosphate-oxidase (GPO).
Tuong thich v&i may JCA BM6010/C
Dat tiéu chufin [S013485:2016 hogc tuong duong.

192.

C195

Hoa chét dinh luong
Urea

Thudc thir xét nghiém dinh lugng urea
Phuong phap: “Urease — GLDH®: enzymatic UV. Thanh phén:
R1: TRIS, 2-Oxoglutarate, ADP , Urease , GLDH (Glutamate
dehydrogenase, bovirie), R2: NADH .
Tuong thich vai may JCA BM6010/C
Pat tiéu chudn IS013485:2016 hoiic twong duong.

193.

HC196

Hoa chit dinh lwong Uric

Thude thir xét nghiém dinh lugng acid uric
Phuong phap: Po quang enzymatic st dyng TOOS (N-ethyl-N-
(hydroxy-3-sulfopropyl)-m-toluidin). Thanh phin: R1: Phosphate
buffer, TOOS , Ascorbate oxidase, R2: Phosphate buffer, 4-
Aminoantipyrine , K4[Fe(CN)6] , Peroxidase (POD), Uricase .
Tuong thich vi may JCA BM6010/C
Dat tidu chudn [SO13485:2016 hoic tuong duong,

194,

HC197

Hoa chit dinh lugng a -
Amylase

Thube thir xét nghiém dinh lugng >E:mn>5w._mm0
Phuong phap: Do quang enzymatic. Thanh phan: R1: Good's
buffer, NaCl , MgCI2 , a-Glucosidase , R2: Good's buffer , EPS-
G7.

.H_:dzm thich v&i may JCA BM6010/C
Dat tiéu chufin 1SO13485:2016 hofc tuwong duong.

195.

HC198

Hoa chét kiém chuén cho
xét nghiém dinh lugng
hbalc

Vat lidu kiém sodt xét nghiém dinh lugng HbAlc
Vit liéu kiém sodt cho xét nghiém in vitro, ding dinh lugng
HbA ¢ trong méu, duge [am tir mau ngudi. Dung dich sau khi
hoan nguyén ¢6 dd n dinh trong 10 ngay ¢ 2-10°C. Khong dugrc
cAp déng.
Twong thich véi may ICA BM6010/C
Pat tidu chudn ISO13485:2016 hofic twong duong,

196.

HC199

Hoa chét ria kim (tinh
kigm)

Dung dich rira, ngén ngira nhidm chéo (tinh kiém) twong thich
vdi miy JCA-BM6O10/C
Dung dich rira kim hat thudc thir 1. Thanh phin: Sodium
hydroxide .
Tuong thich véi may JCA BM6010/C
Dat tiéu chufn 1S013485:2016 hosc twong duong,

Hop

197.

HC200

Haa chit rtia kim (hang
ngay)

Dung dich rira khi thue hién WASH 2 (hang ngay) tuong thich
voi may JCA-BM6010/C
Dung djch rira kim hat thude thr K. Thanh phin: Sodium
Hydroxide.
Tuong thich véi may JCA BM6010/C
Pat tidu chudin [SO13485:2016 hojic twong duong

198.

HC201

Héa chill rira kim (tinh
axit)

Dung dich rita ngiin ngira nhiém chéo (tinh axit) twong thich voi
méay JCA-BM6010/C
Dung dich rira kim huat thude ther 2. Thanh phin: Oxalic acid ,
Methanol , Glycolic acid , H20
Tuong thich véi may JCA BM6010/C
Pat titu chudn 1S013485:2016 hoac twong duong

199.

HC202

Hoa chat riva kim (hang
tuéan)

Dung dich rira khi thye hién WASH 2 (hang tudn) tuong thich
vii may JCA-BM6010/C
Dung dich rira kim hat thube thit S. Thanh phén: Sodium
hypochlorite , Chét hoat dgng b& mit ion 4m , Chit hoat dong bé
mit khong chita ion &m, Potassium hydroxide.
Tuong thich véi miy JCA BM6010/C
Pat tiéu chudn ISO13485:2016 hoic tuong duong

200.

HC203

Hoa chét xét nghiém
Albumin

Thubc thir xét nghiém dinh lugng Albumin
Phirong phéap: Do quang st dung bromocresol green. Thanh
phén: Citrate buffer, Bromocresol green . Déi do: 18n dén 6 g/dL.
Twong thich v&i may JCA BM6010/C
Pat tiéu chudn ISO13485:2016 hoic tuong dwong

201.

HC204

Héa chét xét nghiém
Rheumatoid Facter (RF)

Thudc thir xét nghiém dinh lugng yéu tb dang thip (RF)
Phuang phép: Po mién dich dé dyc. Thanh phén: R1: Phosphate
buffer , R2: Heat aggregated human IgG.

Tuong thich vé&i miy JCA BM6010/C
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Pat tiéu chudn 1SO13485:2016 hoiic trong duong

202,

HC205

Hoa chit xét nghiém dién
giai (ISE Internal
Standard)

Chét hiéu chuin xét nghiém dinh lugng natri, kali, clorid
Dung dich hiéu chudn ndi duge st dyng trong xét nghiém dinh
lwong mot s& chit dian giai (natri, kali va )
clorit) ¢6 trong méu huyét thanh, huyét twong hogic nude tiéu ciia
ngudi. Thanh phin: Formaldehyde , Na+ , K+, Cl-
Tuwong thich v&i may ICA BM6010/C
Dat tidu chudn 1SO13485:2016 hoic tuong dwong,

203.

HC206

Chét chuén cho xét
nghigm cdng thirc méu
(mire 1)

Cong dung: vat lidu kiém soat huyét hoc nham kiém tra chét
lwong n6i bo (rén hé théng may xét nghiém huyét hoe (mie 1)
Sau khi m& néip én dinh trong vong 7 ngdy
Thanh phén: bao gbm t& bao RBC, WBC, PLT, NRBC ¢6 ngudn
gbe tir mau ngudi
Twong thich véi may Sysmex XN 1000
Pat tiéu chuén [SO13485:2016 hofic twong duong

24

204,

HCz207

Chét chudn cho xét
nghiém edng thire mau
(mtic 2)

Céng dung: vat lidu kiém soat huyét hoc nhim kiém tra chat
lugng ndi b trén hé théng may xét nghiém huyét hoe (mirc 2)
Sau khi mé néip én dinh trong vong 7 ngay
Thanh phén: bao gdm té bao RBC, WBC, PLT, NRBC c6 ngudn
gbe tir mau ngudi.

Tuong thich vai may Sysmex XN 1000
Dat tigu chudn 1S013485:2016 hodc tuong duong

24

HC208

Chét chuén cho xét
nghiém cong thirc mau
(mure 3)

Cong dung: vt lidu kiém so4l huyét hoc nham kiém tra chat
lvong n6i bd trén hé ﬁ:m:m may xét nghiém huyét hoc (mire 3)
Sau khi mé nfip 6n dinh trong vong 7 ngay
Thanh phédn: bao gdm té bio RBC, WBC, PLT, NRBC c6 ngudn
gbe tir mau ngudi
Tuong thich voi may Sysmex XN 1000
Pat tidu chudn 1SO13485:2016 hoiic tuwong duong

Lo

24

206.

HC209

Chét ly giai dém sb
lwong bach cau

Cong dung: Dung dich ly giai cho may xét nghiém huyét hoc ty
déng dé nhudm té bao cé nhin trong méu gitp phén loai bach ciu
Sau khi mé nép 8n dinh trong vong 90 ngay
Thanh phan: Organic quaternary ammonium salts; Nonionic
surfactant
Tuong thich véi may Sysmex XN 1000
Pat tiéu chufn 1SO13485:2016 hoic tuwong duong

Thiing

12

207.

HC210

Chét pha loding méu toan
phan

Cong dung; st dung d& do s6 lugng, kich thude héng céu va tiéu
cdlu, cling 13 chét ly giai dé do Hemoglobin, va 13 dung dich tao
ddng cho phuong phép do té bae dong chay
Sau khi m& néip 6n dinh trong vong 60 ngay
Thanh n:m:” Sodium chloride; Tris buffer; EDTA-2K
Tuwong thich véi may Sysmex XN 1000
Dat tiéu chudn ISO13485:2016 hojic twong dwong

6
a

Thing

60

208.

HC211

Dung dich rira may huyét
hoc

Cong dung: dung dich kiém manh ding dé rira ha théng
Thanh phén: Sodium Hypochloride
Twong thich v&i may Sysmex XN 1000
Dat tiéu chufn 1S013485:2016 hojic tuong duong

13

209,

HC212

Ly giai héng ciu dé xac
dinh nong d¢ huyét sic 16

Cédng dung;: sir dung dé do ndng d§ hemoglobin trong mau
Sau khi m& nép 6n dinh trong vong 60 ngay
Thanh phin: Sedium lauryl sulfate
Tuong thich v&i may Sysmex XN 1000
Dat tiéu chudn 1SO13485:2016 hoiic twong duong

210,

HC213

Nhuém té bao bach ciu

Cong dung: duge str dung dé dénh déu cac bach ciu trong céc
méu méu d& duge pha lofing v ly giai nhim phén loai cdc thanh
phén bach ciu biing may xét nghiém huyét hoc tu dong.

Sau khi mé nip 6n dinh trong vong 90 ngdy
Thanh phén: Polymethine; methanol; Ethylene Glycol
Tuong thich véi may Sysmex XN 1000

Dat tidu chudn ISO13485:2016 hoic twong duong

211,

HC214

Thude thir ly giai dém sb
lwgng bach cau, bach ciu
ai ki€m, hong ciu nhén

Cong dung: st dyng dé dém sd luong bach cu, sé lwong bach
cdu basophils, s& luong hdng cdu nhén
Sau khi m& néip 4n dinh trong vong 60 ngay
Thanh phin: Organic quaternary ammonium salts; Nonionic
surfactant
Tuong thich v&i may Sysmex XN 1000
Dat tiéu chuén 1SO13485:2016 hoiic tuong duong

12

22,

HC215

Chiit higu chudn xét
nghiém dinh lugng 6

O@:m dung: Chét hiéu chudn va xic nhan hiéu chuén cia may
huyét hoe cho cée théng s6 WBC, RBC, HGB, HCT, PLT, RET




i £ . .
sur e | ashmnte il Yon chu g it i sonviumn | S5
thang s6 huyét hoe Thanh _u_::._ _umo gom t& bao :ozw cdu zm:a_ da aqac dn dinh, t&

bao bach ciu ngudi, tidu cAu va héng cdu nhin trong mdi trudmg
¢6 chit bao quan,
Tuong thich v&i may Sysmex XN 1000
Dat tiéu chudn 18013485:2016 hojc tuong duong
Cong dung: duge s dung dé& danh diu cac t& bao co ::m: trong
céc mau mau dd duge pha lofing va ly giai dé xéc dinh ) luong
Thubc thir nhuém nhin bach chu, sb luong t& bao hdng cdu c6 nhén va sb luong bach cau
213 HC216 dté xac dinh cac wm bao 4i kiém trong mau cm:m méy xét nghi¢m huyét hoc tu déng. Hop 4
. bach cdu, hong cau nhén Sau khi mé nap on dinh trong vong 90 ngay
vé bach cdu wa baso Thanh phén: Polymethine; Ethylene Glycol
Tuong thich v&i may Sysmex XN 1000
Dat tidu chufn 1S013485:2016 hoiic tuong dwong
Héa chit dung cho xét nghiém dinh lugng albumin; Thanh _urms_
. Héa chét dung cho xét Succinate buffer ; Bromocresol green ; 2
a4, HERLT nghiém Albumin Tuong thich vai may Au680 Hop 15
Dat tiéu chudn 1SO13485:2016 hodic twong duong
Héa chét diung cho xét nghiém dinh lwong ALT; Thanh s_:»_:”
Ei6a chit diing cho xét Tris buffer ; L-Alanine ; N-Oxcm_:\E:;m : LDH; NADH; Phuong
215.| HC218 n phép: Dua trén khuyén céo cua [FCC; Hop 30
aghife Al Tuong thich vai may Au680
Dat tiéu chudn ISO13485:2016 hodc tuwong duwong
. Hoa chét ding cho xét nghiém dinh lugng AST; Thanh vrm:“
= Hoa chat diung cho xét Tris buffer; L-asparlate; 2-Oxoglutarate; LDH; MDH; NADH; 2
216, HC219 nghi¢m Wmﬂ m_,qqmm thich v&i may Au680 Hop 30
Dat tiu chufin [S013485:2016 hodc twong duong
‘ Héa chit %,E,m cho xét nghidm dinh luong canxi toan phan;
. Hoa chit ding cho xét Théanh phén: Imidazol ; Arsenazo 111 ; Triton X-100; i
217, B30 nghiém Calci Tuong thich véi méy Au680 Hop 3
Dat tidu chudn IS013485:2016 hoic twong duong
Hoa chit dung cho xét nghiém dinh lugng cholesterol; Thanh
= 2. i : héan: Dung dich dém photphat ; 4-Aminoantipyrine ; Phenol ;
218, HC221 Héa m_,:: m.cum oro.xaﬁ P G:o_aﬂw.o_ mwa_.mmwu Omc_nmﬁﬁd_ oxidase Wwaaxammn g Hop 12
nghiém Cholesterol = , fac .
Tuong thich voi may Au680
Dat tidu chuin ISO13485:2016 hojc tuong duong
Héa chit hiéu chudn cho Dang dung n:o_.r thanh c:m:“ dung E.c:, awgu chira: dém
219.| HC222 x&t nghiém Ammonia, m:._om_.mo,_ oﬁ:mqo__ :\m.: _,Jd_orm_ bana Hop 3
Ethanol vi CO2 , Tuong thich véi may Au680
Dat tiéu chuin ISO13485:2016 hoiic tuong duong
Hoa chét ding cho xét nghiém dinh lvong CK; Thanh phén:
) Immidazole ; NADP ; ADP ; AMP ; EDTA ; Glucose ;
Hoéa chat ding cho xét Creatine phosphate ; N-acetylcysteine ; Activator ; Mg2+ ; A
20, HEEZR nghiém CIK Diadenosine pentaphosphate ; HK; G6P-DH i Hep 3
Tuong thich v&i may Au680
Dat tiéu chuén ISO13485:2016 hodc twong duong
Hoa chit diing cho xét nghiém dinh luong CK-MB; Thanh phén:
Dung dich dém imidazole ; Diadenosine-pentaphosphate ;
Hoa chét it eha Hexokinase; EDTA ; NADP ; Glucose ; G6P-DH ; Q.w.m::m
221.| HC224 nghiém CK-MB phosphate ; ADP ; N-Acetylcysteine ; Mg-Acetate ; Chat hoat Hop 15
: héa ; AMP ; Khang thé _%mnm tiéu don vi CK-M
Twong thich véi may Au680
Dat tiéu chufin ISO13485:2016 hoiic tuong duong
Chét hiéu chuén ding trong xét nghiém CK-MB; Thanh phén:
22| HC22s Chét Emww_ chuéin cho xét . Huyét :SWE um:@._ gm:m _A_E chira o_,om:._.._m E_wmmm.fw Lo 3
nghiém CK-MB isoenzyme; Chat higu chudn [ mire; Tuong thich véi miy Au680
Dat tiéu chudn [SO13485:2016 holic luong duong
Chét kiém chudn moc 1 ding trong xét nghiém CK-MB; Thanh
. Chét kiém chun mde 1 phén: Huyét thanh :w:c_. dong kho chira creatine kinase-MB
223.| HC226 cho xét fighiem CK-MB isoenzyme. Lo 4
’ : Tuong thich v&i may Au680
Dat tiéu chudn 1S013485:2016 hojic lrong duong
o u Cht kiém chudn mue 2 dung trong x&t nghiém CK-MB; Thanh
" Chét kiém chuin muc 2 phin: Huyét thanh ngutri déng kho chira creatine kinase-MB
BT cho x¢t nghiém CK-MB isoenzyme. Twong thich véi may Au680 Lo 1
Dat tiéu chuén ISO13485:2016 hojic twong duong
Dung dich réra; Thanh phin: Sedium Hypochlorite; Chét vé sinh
225, HC228 Dung dich rira co dac Binh 4
Tuong thich v&i may Au680
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Dat tiéu chuéan ISO13485:20 _m hoiic twang duong

226.

HC229

Chét kiém chimg cho cic
xét nghiém sinh hoa
thudmng quy muc 1

Chét kiém chiing cho céc xét nghiém sinh héa thudng quy mifc
1; Thanh phan: Huyét thanh ngudi dang dong kho chira hoa chét
phu gia va cée enzyme thich hop co ngudn gbe con ngudi va
ddng vat: Bilirubin-Total va Direct, Cholinesterase, ALP, ALT,
Amylase, AST, CK-NAC, GGT, GLDH, HBDH, LDH,; Lipase,
Inorganic Phosphorus, Triglyceride, Albumin, Calcium,
Chloride, Cholesterol, Creatinine, Glucose, Iron,Lactate,
Lithium, Magnesium, Potassium, Sodium, Total Protein; UIBC,
Urea & Uric Acid, 1gA, 1gG, [gM, APO A1;Tuadng thich véi may
Au680
Dat tidu chudn 1S013485:2016 hoic tirong duong

50

227,

HC230

Chét kim chimg cho céc
xét nghiém sinh héa
thuong quy muc 2

Chat kiém ching cho céc xét nghiém sinh héa thuding quy mic
2: Thanh phén: Huyét thanh ngudi dang déng khé chira hoa chét
phu gia va céc enzyme thich hop ¢ ngudn gbe con ngudi va
dong vit: Bilirubin-Total va Direct, Cholinesterase, ALP, ALT,
Amylase, AST, CK-NAC, GGT, GLDH, HBDH, LDH, Lipase,
Inorganic Phosphorus, Triglyceride, Albumin, Calcium,
Chloride, Cholesterol, Creatinine, Glucose, Iron, Lactate,
Lithium, Magnesium, Potassium, Sodium, Total Protein, UIBC,
Urea, Uric Acid, IgA, [gG, IgM, APO Al; Chit kiém chiing 1
murc
Tuong thich vdi may Au680
Pat tiéu chudn ISO13485:2016 hodc tuong duong

50

228.

HC231

Hoa chit ding cho xét
nghiém Creatinine

Hoa chét dung cho xét nghiém dinh lugng creatinine; Thanh
_urw:: Natri hidroxit ; Axit picric ;
Tuong thich véi may Au680
Dat tidu chuén ISO13485:2016 hojic twong duong

42

224

HC232

Hoéa chét diing cho xét
nghiém CRP

Héa chit ding cho xét nghiém dinh lugng CRP sidu nhay; Thanh
phin: Glycine buffer ; Latex, pht khéang thé khang CRP ;
Tuwong thich vai may Au680
Dat tiéu chudn ISO13485:2016 hofic tuong duong

60

230.

HC233

Hoa chét ding cho xét
nghiém Bilirubin true tiép

Héa chét ding cho xét nghiém dinh lwong bilirubin truc tiép;
Thanh phén: 3,5 Dichlorophenyl diazonium tetrafluoroborate ;
Tuong thich vai may Au680
Dat tiéu chuén 1S0O13485:2016 hoic twong duong

231

HC234

Ida chit ding cho xét
nghiém Ethanol

Héa chét diing cho xét nghiém Ethano, phuong phép do:
ALCOHOL DEHYDROGENASE. Tuong thich vai may Au680
Dat tiéu chudn ISO13485:2016 hodc twong duong

15

232.

HC235

Héa chit ding cho xét
nghiém GGT

Hoéa chét ding cho xét nghidm dijnh luong GGT; Thanh phan:
Glyeylglycine; L-y-glutamyl-3-carboxy-4-nitroanilide ;
Twong thich v&i may Au680
Dat tidu chudn 1SO13485:2016 hozic twong duong

10

233.

HC236

Hoéa chét diing cho xét
nghi¢m Glucose

Héa chit ding cho xét nghiém dinh luong glucose; Thanh phén:
Dung dich dém PIPES ; ATP ; NAD+ ; Mg2+ ; Hexokinase ;
G6P-DH
Tuong thich vii may Au680
Dat tiéu chufin ISO13485:2016 hodc wong duong

Hop

30

234,

HC237

Hoa chét diing cho xét
nghiém HDL-Cholesterol

Hoa chét dung cho xét nghiém dinh lugng HDL-cholesterol;
Thanh phin: Khang thé khang p-lipoprotein & ngudi; Cholesterol
esterase (CHE) ; Cholesterol oxidase (CHO) ; Peroxidase (POD)
; Ascorbate Oxidase ; Dung dich dém Good's ; N-Ethyl - N - (2-

hydroxy-3-sulfopropyl) - 3,5- dimethoxy - 4 fluoroaniline (-

DAOS) ; 4-Aminoantipyrine ;
Tuong thich véi may Au680
Pat tiéu chudn 18013485:2016 hodc tuong duong

10

235,

HC238

Hoa chit hidu chudn cho
xét nghiém HDL

Ho# chét hiéu chudn ding cho xét nghiém dinh lugng HDL-
Cholesterol; Thanh phin: Huyét thanh ngudi dang bat déng khd
chira HDL-Cholesterol (ngudi).; Chat higu chudn 1 mire; Gid tri

chiit higu chudn c6 thé duoc truy xufit theo phuong phép tham
chiéu HDL-cholesterol ciia US CDC (Centre for Disease Control)
Tuong thich v&i may Au680
Dat tidu chudn ISO13485:2016 hodic tuong duong

236.

HC239

Hoéa chit diing cho xét
nghiém Inorganic
Phosphorous

[6a chét ding cho xét nghiém djnh lugng photpho vé co; Thanh
phén: Sulphuric acid ; Ammoniumheptamolybdate ; Glycine ;
Tuong thich vai may Au680
Pat tidu chuéin ISO13485:2016 hofic trong duong

Hop
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237.

HC240

Hoa chit dung cho xét
nghiém Sat

Héa chét dung cho xét nghiém dinh luong sét; Thanh phén:
Glycine buffer ; L-ascorbic acid ; 2,4,6-Tri(2-pyridyl)-3-triazine;
Tuong thich véi may Au680
Dat tidu chudn 1SO13485:2016 hofic tuong duong

238.

HC241

Héa chét dung cho xét
nghiém dién giai

Dung dich d&m str dung cho xét nghiém dinh lwong (gidn tiép)
ndng do Na+, K+ va Cl-; Thanh phén: Triethanolamine
Tuong thich vdi may Au680
Pat tiéu chufin ISO13485:2016 hojc tuong duong

Binh

70

239.

HC242

Chét chudn huyét thanh
mie cao cho xét nghiém
dién giai

Chét hiu chuin mic cao st dyng cho xét nghiém dinh lugng
(gi4n tiép) ndng dd natri (Na+), kali (K+) v clorua (Cl-) trong
huyét thanh, huyét twong; Thanh phin: Nat ; K+ ; Cl-, Tuong
thich v&i miy Au680
Pat tiu chufin ISO13485:2016 hoiic tuong duong

240.

HC243

Chét chudn huyét thanh
mure thap cho xét nghiém
dién giai

Chét higu chudn mic thip duge sir dung cho xét nghiém dinh
lugng (gidn tiép) nbng dd natri (Na+), kali (K+) va clorua (C1-)
trong huyét thanh, huyét tuvong; Thanh phin: Na+; K+ ; Cl-,
Tuong thich vai may Au680
Dat tiu chufn 1S013485:2016 hoic tuong duong

Lo

241,

HC244

Chat chuén dién giai muc
gilia

Chét hiéu chudn mic trung binh sir dung cho xét nghiém dinh
lugng (gidn tiép) ndng @ Na+, K+ va Cl-; Thanh phin: Na+ ; K+
; Cl- . Tuong thich v&i may Au680
Pat tidu chudn ISO13485:2016 hojc tuong duwong

Binh

80

242,

HC245

Héa chit ding cho xét
nghiém dién giai

Ho4 chit dién giai cho dién cuc tham chidu str dung cho xét
nghiém dinh lugng (gidn tiép) ndng d Na+, K+ va Cl-; Thanh
phén: Kali clorua
Tuong thich vGi may Au630
Pat tiéu chudn ISO13485:2016 hoiic tuong duong

Binh

20

243,

HC246

Héa chit kiém ching mirc
1 cho céc xét nghi¢m do
d0 duc mién dich

Ho4 chét kiém ching mire 1 cho céc xét nghiém do d§ duc mign
dich; Thénh phén: Huyét thanh ngudi chira o-1 acidglycoprotein;
Ferritin;o-1 antitrypsin; Haptoglobin; Anti-Streptolysin O; -2
microglobulin; Immuneglobulin A; Immunoglobulin M;
Immunoglobulin G; Ceruloplasmin;C3; Prealbumin; C4;
Rheumatoid Factor; Transferrin
Tuong thich voi miy Au680

244,

HC247

Héa chét kiém chimng mire
2 choe cac xét nghiém do
dd duc mién dich

Pal tidu chufin ISO13485:2016 hoiic tuong duong
Hoa chét kiém chimg mirc 2 cho céc xét nghidm do do duc mién
dich; Thanh phén: huyét thanh ngudi, u-1 acidglycoprotein,
Ferritin,a-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
Immunoglobulin A, B-2 microglobulin, Tmmunoglobulin G,
Ceruloplasmin, Immunoglobulin M, Complement 3, Prealbumin,
Complement 4, Rheumatoid Factor, C-reactive protein,
Transferrin; Chit kidm ching | mic
Tuong thich vai may Au680
Pat tiéu chudn 1S013485:2016 hoic twong duong

245,

[HC248

Héa chit kidm ching muc
3 cho cée xét nghiém
mién dich do d¢ due

Hoé chit kiém chiing mie 3 cho cac xét nghiém do d¢ duc mién
dich; Thanh phan: huyét thanh ngudi, a-1 acidglycoprotein,
Ferritin, -1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
Immunoglobulin A, B-2 microglobulin, Inmunoglobulin G,

Ceruloplasmin, Immunoglobulin M, Complement 3, Prealbumin,

Complement 4, Rheumatoid Factor, C-reactive protein,
Transferrin; Chit kiém chirng I mic
Tuong thich véi miy Au680
Dat tidu chudn ISO13485:2016 hodc tuong duong

Lo

246,

HC249

Hoba chét ding cho xét
nghi¢m LDH

[16a chét diing cho xét nghigém dinh lugng LDH; Thanh phan:
D(-)N-Methylglucamin buffer; Lactate ; NAD+ ; Tuong thich vai
may Au680
Pat tiéu chudn ISO13485:2016 hodc tuong duong

Hop

247,

HC250

Héa chét ding cho xét
nghigm LDL-Cholesterol

Hba chét diing cho xét nghiém dinh luong LDL-cholesterol;
Thanh @:m:“ Cholesterol esterase ; Cholesterol oxidase ;
Peroxidase ; Natri azit ; Dung dich dém cla Good ; 4-
aminoantipyrine ; Catalase ; HDAOS ;

Twong thich v&i may Au680
Pat tiéu chudin 1S013485:2016 hoic tuong duong

Hap

20

248.

HC251

Hoéa chit hiéu chuén cho
xét nghiém LDL

Haa chit hidu chudn cho xét nghiém LDL-Cholesterol; Thanh
phin: Huyét thanh ngudi dang bot ddng kho chira LDL-
Cholesterol (ngudi).; Chit hiéu chuan 1 mirc; Gid tri chét hiéu
chudn cé thé duge truy xuét theo phuong phéap tham chidu LDL-
cholesterol ctia US CDC (Centre for Disease Control)

Hop
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Tuong thich véi may Au680
Pat tiéu chuén ISO13485:2016 hojic tuong dwong
Hoa chit ding cho xét nghiém dinh lugng RF; Thanh phan:
Héa chit ding cho xét Glycine buffer ; Latex pht IgG ngudi ; .
249, HC25 mm:mmamq. Tuong thich véi may Au680 Hep !
Dat tiéu chudn 1S013485:2016 hodc tuong duong
Chét hiéu chuén ding cho xét nghiém RF; Thanh phén: Orm.:.:m:
- Chét chudn cho xét huyét thanh ngudi dang long chira RF nguei; Chét hi¢u chuén 5 .
250, HIC238 nghiém RF mire; Tuong thich v6i may Au680 Hap 1
Dat tidu chudn ISO13485:2016 hoiic tuong dwong
Huyét thanh hiéu chufin cho cdc xét nghigm sinh hod thudng quy;
Thanh phan: Izwm, thanh ngudi, cic enzym tir ngudi, dong vit
va thue vét: Alkaline Phosphatase, ALT, AST, Amylase,
Hoa chit higu chufn cho Cholinesterase, CK-NAC, GGT, HBDH, LDH, Albumin,
251.| HC234 cac xél nghiém sinh héa Creatinine, Cholesterol, Glucose, Lactate, Lipase, Total Protein, Lo
thudng quy Triglyceride, UIBC, Urea, Uric Acid, Bilirubin, Inorganic
Phosphorous, Calcium, Iron, Magnesium
Tuong thich véi miy Au680
Dat tiéu chuén 1S013485:2016 hoiic tuong duong
Héa chét diing cho xét nghiém dinh lugng bilirubin todn E:WE
Hoa chit ding cho xét Thanh phin: Caffeine ; 3,5 Dichlorophenyl diazonium
252.| HC255 nghiém Bilirubin toan tetrafluoroborate ; Surfactant; Hop 12
phin Tuong thich véi miy Au680
Dat tiéu chufn 13013485:2016 hojc tvong duang
Hoa chit ding cho xét nghiém dinh lugng protein toan phan;
Héa chét diing cho X8t Thanh w:m:” Sodium hydroxide ; Potassium sodium tartrate ;
253.| HC256 2 E2 3 Copper sulphate ; Potassium iodide; Hop 15
nghiém Protein toan phan T p N,
vong thich véi may Au680
Pat tiéu chuin ISO13485:2016 hoiic tuong duong
[6a chit ding cho xét nghiém dinh lugng triglyceride; Thanh
phén: PIPES buffer; Mg2+; MADB : 4-Aminoantipyrine ; ATP
254 | HC257 Hoa w@mﬁ am_.sm osw Xét ; Lipases ; Glycerol _c”:mwo . Peroxidase 3 Ascorbate oxidase ; Hép 18
nghiém Triglyceride Glycerol-3-phosphate oxidase ;
Tuwong thich véi may Au680
Dat tiéu chudn 1S013485:2016 hotic tuong duong
Hoa chat ding cho xét nghiém dinh lugng uré; Thanh phan: Tris
Hoa chét ding cho xét buffer ; NADH ; Tetra-Sodium diphosphate ; EDTA ; 2-
255.| HC258 nghiém Urea/Urea Oxoglutarate ; Urease; ADP ; GLDH ; Hép 27
nitrogen Tuong thich voi may Au680
Pat tiéu chudn ISO13485:2016 hoiic twong duong
Hoa chit ding cho xét nghiém dinh lugng axit urie; Thanh phén:
. Héa chit diing cho xét Phosphate Buffer ; MADB ; 4-Aminophenazone ; Peroxidase ;
256.| HC259 fiohiém Uric Acld Uricase ; Ascorbate Oxidase ; Hop 8
k Tuong thich véi may Au680
Dat tidu chudn ISO13485:2016 hoiic tuong duong
Chét kiém chtng dang long dugc san xudt tir vat lidu ¢6 ngudn
gbe tir con ngudi ding cho cae xét nghiém nude tiéu. San xudt tir
Chiét kiém chiing cho xét chit nén 14 nude tiéu ngudi ¢o thém amylase nude tiéu cia
257.| HC260 nghiém sinh héa nuée ngudi, hCG c6 ngudn gde tir nude tidu ngudi, albumin cia ngudi Hop 2
tiéu va bo, chét bao quéan va chit én dinh, Tuong thich véi may
Au680
Pat tidu chudn 1S013485:2016 hoiic tuong duong
Héa chit ding cho xét nghiém dinh lugng protein toan Urmm
trong nudc tidu va CSF; Thanh phin: R1: Pyrogallol d6 ; Natri
258! HC261 Hoa chét dung cho xét Molybdate ; ?.% m:no:inq ; Natri Benzoat .,_Zm:.m Oxalate ; o 5
' nghi¢m Protein nigu Methanol ; Chét hiéu chuan: Albumin huyct thanh nguti ; P
Tuong thich vai may Au680
Dat tiéu chuin 1SO13485:2016 hodc twang duong
Hoa chit ddng dé dinh .mam .crm.: mm:,m o,m dinh Eq_mm. :m_ﬁ do Albumin :.w:m ::»Qo,
liiip vide & Alburnin :o:\_\&o: nfo Ew, 1§ rw,z.s phan: Bém Phosphat ; Eﬂ.m:m Q:.u\ dé i
259.| HC262 trone nude tidw/dich i khang Albumin ngudi; Palyethylene glycol ; Sodium azit ; Hop 5
g nudc tiéu/dich nio . et
tily - Hmo_:m thich vdi may >mmwo
Dat tiéu chuan ISO13485:2016 hofc twong duong
Chdt hiéu chudn albumin Chét hig¢u m_Em: cho wa_« sm_mm.ma, Ew:.EE qgmh::.ﬁ.w,o zmc\mwm :
260.] 1263 RO S W Thanh phén: Albumin ngudi va Natri azit ; Chat hiéu chudn 5 Ha |
z ich nfo e : . op
thy ey Fwong thich voi Eﬁd\:\/:omo
Dat tiéu chuén [SO13485:2016 holic tuong duong
261.| HC264 Dung dich rira hé thong Dung dich rira hé théng m4y sinh héa; Thanh phin: Baypur CX Can 40
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100; Sodium Hydroxide ; Genapol X080; Sulfenic acids, C14-17-
sec-alkane, mudi natri ; Chit v& sinh cd dic
Tuong thich véi may Au680
Pat tidu chudn ISO13485:2016 hodc twong duong
Héa chét ding cho xét nghiém dinh lugng a-amylase; Thanh
. i i ; n:w:_ MES ; Calcium acelate ; NaCl ; Potassium thiocyanate ;
o5y| mppes | Hoeshadinguio ug CNPG3 . Hop 5
Aghigon. orAmylasd Tuwong thich véi miy Au680
Pat tidu chufin 1ISO13485:2016 hoiic luong duong
Hod chét hidu chuén cho xét nghiém CRP thiréng; Thanh w:wb“
. P L Chét nén _Ewmﬁ thanh ngudi dang long cé chira CRP ngudvi; Chét
263.| HC26e | Fioachat hidu chuan cho higu chudn gdm mic 2 dén mic 6; Hop 2
xét nghiém CRP thuong Tuong thich v6i may Au680
Pat tiéu chudn ISO13485:2016 hofic tuong duong
Hoéa chét kiém chimg cho xét nghiém HDL/LDL-Cholesterol,
Thanh phén: Huyét thanh ngudi dang déng khé ¢6 chira HDL-
Hoéa chét kiém chime cho Oro_oomﬂo_.o_ va rcw-ﬂwo_mmﬁm_.o_ Qmﬁwcw O_wwﬁ wmmE_quﬁm 2
, . e mure; Cac gid trj ¢6 the dugce truy xuét theo phuong phap tham
264.| HC207 et :mmﬁ.a HBL/LDL chiéu HDL mm LDL-cholesterol %..E Us OUm_uao_:mn.oﬂo_.ﬁUmmmmmm Lo 8
Cholesterol -
Control)
Tuwong thich vai may Au680
Pat tiéu chuin 1S013485:2016 hojc tuong duong
Hoa chit kiém chimg miic Dang dung dich, thanh phén: dung dich d¢é&m, chita; amoniac,
1 cho xét nghiém ethanol, natri hydrocarbonat 5
265, HC268 Ammonia, m%s:o_ va Tuong thich <%M\ méay Au680 Hip 4
cOo2 Dat tiéu chudn 1SO13485:2016 hoiic tuong duong
Hoa chét kiém ching mirc Dang dung dich, thinh phén: dung djch dé&m, chira: amoniac,
. 2 cho xét nghiém ethanol, natri hydrocarbonat .
266, Hiz6p Ammonia, Emaa_ v Tuong thich ém may Au680 Hep %
CO2 Pat tiéu chudn IS013485:2016 hojc tvong duong
Hoa chét st dung cho xét nghiém Vancomycin. . Phuong phap
do: phuong phap mién dich enzyme ddng nhét, Thanh phin:
Thude thir enzim 1-Vancemycin danh d4u bai GEPDH vi khuén ,
267. HC270 BPinh lugng Vancomycin albumin huyét thanh bd, Thude thir khéng thé/co chit 2- Khang Hap 6
thé chudt don dong véi vancomycin ,albumin huyét thanh bd.
Tuong thich véi may Au680
Dat tiéu chudn ISO13485:2016 hodc tuong duong
) . Chéat higu chudn dugc su dung cho xét nghiém Vancomycin.
\ Hdéa chat hiéu chuan cho Thanh phéan: vancomycin trong dung dich dém, natri azit, pH 5,0. .
8. HCZII x€ét nghiém Vancomycin ’ Tuong thich véi may Au680 ¥ Hop :
Pat tiéu chudn ISO13485:2016 hoiic twong duong
. P Hoa chat ding cho xét nghi¢ém Fructosamine, phuong phép do:
269.| HC272 MMM_M_MHMWNMA_NMM NBT, Tuong thich véi miy Au680 Hop 6
" ' Dat tiéu chuan 1SO13485:2016 :ouo. tuwong duong
e A iR e Dang bt dong khd, thanh phin: huyét thanh ngudi
270.| HC273 V_Mnﬂ_mﬂﬂ__mwﬁm_%%mwm Tuong thich voi may Au680 Hop 3
! ) Dat tidu chudn 18013485:2016 hogc tuong duong
Héa chit ding cho xél nghiém dinh lwong lipase; Thanh v:.w:”
Buffer MES/BES; 1,2-Diglyceride substrate ; Monoglyceride
Hoéa chét ding cho xét lipase ; Glycerol kinase ; POD ; N_-}Em:ovro:ﬁc:m 5 ,_uﬁum 3
271.| HC274 A TOOS ; Co-lipase ; GPO ; ATP; Chat hiéu chuén: Huyét thanh Héap 5
nghi¢m Lipase e ) . i A =
ngudi chira lipase lon; Phuong phap: Po mau dfng hoc. Tuong
thich vd&i may Au680
Dat tiéu chuén ISO13485:2016 hofic tuong duong
Héa chét ding cho xét nghiém Amoniac (NH3)
Fiba:chit dingaha xt Phuong phép xét nghiém: WOJm romim:Nu\E 2 diém, UV, Chidy i
%) HEARS nghiém Amoniac (NH3) pianimg gl Hw B
= Tuong thich véi may Au680
Pat tiéu chudn 1SO13485:2016 hoiic twong duong
Héa chét hie P Hoa chét higu chudn cho xét nghiém Amoniac (NH3)
6a chit hi¢u chudn cho D i Bedeirbdne fich dém. chét b g
273.] HC276 xét nghiém Amoniac ang fong, thant p S:,. ¢ ::,m. ) _.n 1 dem, chat bao quan Hop 5
(NH3) . AWQ:W. thich voi mdy ?c&mo
Dat tiéu chuéin 1SO13485:2016 hoiic twong duong
[Héa chit kiém ching cho xét nghiém Amoniac (NH3)
Héa chit kiém chimg cho Dang ldng, thanh @rm_,: dung djch dém, chét én dinh, chit bao
274, HC277 x¢t nghiém Amoniac quan, Hop 5
(NH3}) Tuwong thich v6i may Au680
Dat tidu chudn 1SO13485:2016 hoiic tvong duong
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275:

HC278

Hoa chét hidu chudn cho
xét nghiém sinh hoa nudce
tiéu

Chét hiéu chuén cho cdc x&t nghiém sinh hoa nude tiéu thudng
quy; Thanh phin: Nudc tiéu ngudi chira Amylase, Canxi,
Glucose, Phospho vd co, Uré, Axit Uric, Creatinine,Magie;

Tuwong thich v&i may Au680
Pat tiéu chudn 1SO13485:2016 hotic tuong dwong

276.

HC279

Chét hidu chuan nong do
thép/eao st dung cho xét
nghiém dinh lugng (gian
tiép) ndng da Nat, K-+ va
Cl- trong nude tiéy

Chét hidu chuéin ndng dd thép/cao st dung cho xét nghiém dinh
lugng (gidn tiép) ndng d6 Na+, K+ va Cl- trong nude tidu;
Tuong thich voi may Au680
Dat tidu chudn 1S013485:2016 hoic tuong duong

271.

HC280

Dinh lugng BNP

Théanh phén: R1a Cac hat thuén tir phi khang thé BNP khang
ngudi LAt ca cdc dong & chut duge tao huyén phi trong dung
dich mudi dém TRIS, v6i abumin huyét thanh bo (BSA), ProClin
va natri azil. ;

R1b: IgG d& va chudt tinh khiét trong dung dich mudi dém
TRIS, ¢ albumin huyét thanh bd (BSA), ProClin v& natri azit;
R lc: Cong hop bo photphataza kigm chira khang thé BNP khing
ngudi don dong & chudt trong dung dich mudi dém PBS ¢ BSA,
ProClin v& natri azit.

Tuong thich véi may DxI 800 . Pat tiéu chudn ISO13485:2016
hodc tuong duong

278.

HC281

Chét chuén BNP

Chit chuén BNP Thanh phin: Chét nén dém albumin huyét thanh
bo (BSA) vai chit hoat dong b& mit Natri azua, va ProClin,
Phiic hop BNP t4i t5 hop clia ngudi trong chit nén BSA dém c6
chét hoat déng bé mit, natri azit v ProClin . Tuong thich véi
may. DxI 800 . Pat tiéu chuén 1S0O13485:2016 hodc tuong dwong

279.

HC282

Pinh luvgng AFP

Thanh phén; Rla: Cac hat thun tir pht khang thé khang AFP
don dong & chudt duge huyén phii trong dung djch mudi dém
TRIS, ¢6 chit hoat tinh b& mdt, chit nén albumin wcwm\ﬁ thanh bo
(BSA), natri azit va ProClin .

R1b: Lién hop photphataza kiém khéng AFP don dong & chudt
(b&) duoc pha lodng trong dung dich mudi dém photphat, ¢o chit
hoat tinh b& mit, chit nén BSA, protein (d€, thd, chudt), natri azit
va ProClin. Tuong thich véi may DxI 800 . Dat tidu chudn
[SO13485:2016 hodc tuong duong

55

280.

HC283

Chét chudn AFP

Chét chuéin AFP, - Thanh phén: Chét nén albumin huyét thanh
b (BSA) dém co chét hoat tinh bé mat, natri azit, ProClinL
AFP., trong chét nén dém BSA ¢6 chit hoat tinh b& mit, natri azit
va ProClin. Tuong thich véi may. DxT 800 . Pat tiéu chuén
15013485:2016 hodc tuong duong

281.

HC284

Pinh lugng
Thyroglobulin Ab

Thanh phan: Rla: Cac hat thudn tir Dynabeads phu streptavidin
v duge lién két vai thyroglobulin ¢o gén biotin & ngudi, duge
huy&n pht trong dung dich dém TRIS ¢6 protein (bd), natri azit
vi ProClin R1b: Lién hop photphataza kiém - thyroglobulin &
nguoi (bod) trong dung dich dém TRIS co protein (bod), natri azit
vd ProClin
Rlc: Dung dich dém TRIS ¢4 natri azit va ProClin
R1d: Dung dich dém TRIS ¢6 chira "blocking polymer", natri
azit vi ProClin, Tuong thich véi mdy DxT 800 . Dat tiéu chuén
1S013485:2016 hodc tuong duong

282.

HC285

Chét chudn Thyroglobulin
Antibody II

Thanh phan: Huyet thanh ngudi véi natri azit va ProClin, Tuong
thich v&i may DxI 800 . Dat tiéu chudn 1SO13485:2016 hodc
tuong duong

283.

HC286

Binh lugng TPO Ab

Thanh phan: Rla: Cac hat thufin tir Dynabeads phu streptavidin
va dugc lign két véi TPO tai td hop co gén biotin & ngudi, duge
huyén phit trong dung dich dém ACES c6 protein (bd), natri azit
vi ProClin R1b: Lién hiép photphataza kidm-Protein A tai tb
hop (bo) trong dung dich dém protein (bd) R1c: Dung dich dém
protein (bd), natri azit va ProClin . Tuong thich v6i may DxI
800 . Bal titu chudn 1S013485:2016 hoic tuong duong

284.

HC287

Chét chuén TPO
Antibody

Thanh phan: Dung dich dém pratein (bd) cé natri azit va
ProClin, Tuong thich véi may DxI 800 . Pat tiéu chuan
1S013485:2016 hoic tuong duong

285.

HC288

Dinh lwong CA 125

Thanh phén: R1a: Céc hat thudn tir phi khéng thé khang biotin &
d&, gén biotin khang nguyén khang CA 125, khang thé don dong
& chudt, albumin _Ewmﬁ thanh bd, natri azit va ProClin,
R1b: Lién hep photphataza kiém-khing nguyén khéng CA 125
don dong & chudt (ho), albumin huyét thanh bd, natri azit va

Hop

12
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ProClin 300. R1c: Dung dich dém protein (bd, d&, chudt), natri
azil va ProClin,
Tuong thich v may DxI 800 . Dat tiéu chudn [SO13485:2016
hoic tuong duong

286.

HC289

Chét chuén CA 125

Chat chudn CA 125, Thanh phén: Albumin huyét thanh bd (BSA)
dém, natri azit <m,_a ProClin. Tuong thich véi may. DxI 800 . Dat
tiéu chuéin 1SO13485:2016 ho#c tuong duong

287.

HC290

Pinh lugng CA 15-3

Thanh phan: R1a; Céc hat thudn tir phi khang thé khéng biotin &
dé, gén biotin khang nguyén khang CA 15-3, khéng thé don dong
@& chudt, albumin huyét thanh bo, natri azit va ProClin,

R1b: Lién hop photphataza kidm-khang nguyén khang CA 15-3
don dong & chudt (bo), albumin _EV\E thanh b, natri azit,
ProClin .

Rle¢: Dung dich dém protein (bo, dé&, chudt), natri azit, ProClin.
Tuong thich véi may DxI 800 . Dat tidu chudn 1SO13485:2016
hoiic tuwong duong

15

288.

HC291

Chét chuén CA 15-3

Chét chuén CA 15-3, Thanh w:m:_ Albumin huyét thanh bd
(BSA) dgm, natri azit va ProClin. Tuong thich v&i may. DxI
800 . Dat tiéu chuan ISO13485:2016 hogc tuang duong

289,

HC292

Pinh lugng CA 19-9

Thanh phén: R1a: CAc hat thudn tir, phi khang thé khéng biotin
da dong ¢ dé, albumun r:wmﬁ thanh bo, natri azit va ProClin.
R1b: Lién hgp photphataza kiém-khang nguyén khang CA 19-9
don dong & chudt (bd), albumin huyét thanh bo, natri azit va
ProClin.

Rlc: Lién hop biotin-khéang nguyén khang CA 19-9 don dong &
chudt, albumin _:_u:w thanh bo, natri azit va ProClin .
R1d: Dung dich dém protein (b, d&, chudt), natri azit va
ProClin .

Tuong thich vai may DxI 800 , Dat tiéu chudn ISO13485:2016
hogc tuong duong

15

290.

HC293

Chét chuin CA 19-9

Chél chuin CA 19-9, Thanh phén: Albumin huyét thanh bo
(BSA) dém, natri azit va ProClin. Tuang thich véi may DxI 800
. Pat tiéu chuén ISO13485:2016 hodc tuong duong

291,

HC294

Dinh lvong CEA

Thanh phén: Rla: Pha rin: Céc hat thuén tir phii khéng thé
lhang CEA MAb & chudt, dugce huyén phi trong dung dich dém
TRIS, albumin huyét thanh bd (BSA), ¢é natri azit v ProClin,

R1b: Chét pha lo&ng: Dung dich d&m photphat, protein (chudt,
bd) v&i natri azit va ProClin.

Rlc: Lién hop: Khang thé khang CEA MAD & chudt duge lign
két vi photphataza kiém (bd), duge pha lofing trong dung dich
dém photphat, protein (bd), natri azit vd ProClin.
Twong thich véi may DxI 800 . Dat tiéu chuin ISO13485:2016
hoiic tuong duong

25

292,

HC295

Chét chuén CEA

Chat chudn CEA, Thanh phin: Dung dich dém photphat, protein
(bo), natri azit va_ProClin . Twong thich v&i may DxI 800 . Dat
tiéu chudn ISO13485:2016 hofc tuong duong

293.

HC2%6

Binh lugng Cortisol

Thanh phan: Rla: Chat cdng hop cortisol — phosphatase kiém
(bd) va cAc hat thudn tir phu khang thé dé khang IgG thé trong
dung dich mudi dém TRIS, ¢6 chit hoat dong bé mat, chiit nén
BSA matrix va natri azit, R1b: Huyét thanh mién dich cia thé
khéng cortisol trong dung dich mudi dém TRIS, ¢d chét hoat
dong bé mat, chit nén BSA va natri azit. Tuong thich v&i méy
Dxl 800 . Dat tiéu chudn 1SO13485:2016 hofic tuong duong

Hop

23

294,

HC297

Chét chuén Cortisol

Chét chudin Cortisol, Thanh phan: Huyét thanh nguoi natri azit
va ProClin. Tuong thich véi may DxI 800 . Pat tiéu chuén
15013485:2016 hodc tuong duong

295.

HC298

Chét chudn C-Peptide

Chét chudn C-Peptide, Thanh c:w:” Bém nén albumin huyét
thanh bo (BSA) c¢6 dém vai chét hoat d6ng b& mat, natri azua va
ProClin.

Tuong thich véi may DxI 800 . Pat tigu chudn 1SO13485:2016
hodc twong duong

296.

HC299

Binh lugng C-Peptide

Thanh phan: Rla: Cac hat thuéin tir Dynabeads duge pht khang
thé don dong & chudt khéng Peptit C ciia ngudi duge tao huyén
phu trong dung dich mudi dém TRIS, ¢4 chit hoat dong bé mit,
albumin huyét thanh bd (BSA), natri azit va ProClin .
R1b: Protein (chudt) trong dung dich mudi dém TRIS, c6 chit
hoat tinh bé mit, albumin _Ew% thanh bd (BSA), natri azit va
ProClin

Hip

12
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Rlc: Lién hgp photphataza kiem _A_E:m Peptit O trén ngudi don
dong & chudt trong dung dich mu6i dém TRIS, cb chét hoat dong
bé mat, albumin huyét thanh bo (BSA), protein (chudt), natri azit

va ProClin . Tuong thich v&i méay DxI 800 . Pat tiu chudn
1S0O13485:2016 hodc tuong duong

297.

HC300

Pinh lwong Free T4

Thanh phan: R1a: Cée hat thudn tir Dynabeads phi streptavidin
trong dung dich dém TRIS ¢é protein (chim), chét hoat tinh bd
mat, NaN3 va ProClin,

R1b: Dung dich mudi dém TRIS ¢6 protein (chim), chit hogt tinh
b& miit, NaN3 va ProClin.

R1c: Dung dich mudi dém TRIS c6 protein (chim), chét hoat tinh
b& mit, NaN3 va ProClin .

R1d: Chét cdng hop triiodothyronine-photphataza kidm (bo)
trong dung dich dém TRIS cé protein (chim), chit hoat tinh bé
mit, NaN3 va ProClin . Rle: Khang thé khang Thyroxine (T4)
don dong & chudt duge lién két vdi biotin trong dung djch dé¢m
TRIS c& 388.5 (chim va chudt), chit hoat tinh b& mit, NaN3 va
ProClin . Twong thich voi may DxI 800 . Dat tiu chuén
1S013485:2016 hoiic tuong duong

110

298.

HC301

Chét chufn Free T4

Chét chuén Free T4, Thanh phén: Huyét thanh ngudi voi natri
azit va ProClin. Tuong thich voi may DxI 800 . Pat tiéu chuin
[SO13485:2016 hodc tuong duong

299,

HC302

Binh lugng iPTH

Thanh phan: R1a: Cac hat thuén tir pht khang Em cta dé khang
PTH dugc _:JR: phithéa trong dung dich mudi dém TRIS 6
albumin huyét thanh bd (BSA), chéit hoat dong bé mit, natri azit,
ProClin. R1b: Dung dich mudi dém TRIS c6 ACE chin, protein
(ctia chudt, d&), chét hoat dong b& mat, natri azit, ProClin . Rlc:
Chét cong hop khang thé don n_o:m ctia chuét khang PTH —
phosphatase kiém trong dung dich mudi dém ACES c6 BSA, chét
hoat déng b& mit, natri azit, ProClin Tuwong thich v&i may DxI
800 . Dat tigu chufin [SO13485:2016 hodc tuong duong

Hop

10

300.

HC303

Chét chudn iPTH

Thanh phan: Chat nén protein (bd) dém, ProClin. Dung dich dém
PBS, albumin huyét thanh bd (BSA), chét hoat dong bé mit, natri
azit. Twong thich véi may DxI 800 . Pat tidu chuén
ISO13485:2016 hoiic tuong duong

301

HC304

Binh Iuvgng hsTnl

Thanh phan: Rla: Céc hat thuan tir Dynabeads duge bao phu
Uasm khang thé don dong & chuét khang ¢Tnl cia ngudi duge tao
huyén phu trong a::r dich mudi dém TRIS, ¢6 chit hoat dong bé

mit, albumin huyét thanh bo (BSA), natri azit va ProClin
R1b: NaOH
Rle:Dung dich mudi dém TRIS, chit hoat dong bé mit, protein
(chudt), natri azit' va ProClin
R1d: Chét cong hop gitra khang thé don dong & ctru khdng ¢Tnl
clia ngudi voi phosphatase kiém duge pha lodng :.o:m dung djch
muédi dém ACES, ¢6 chét hoat dong bé mat, chdt nén BSA,
protein (bo, clru, chudt), natri azit va ProClin .
Tuong thich véi may DxI 800 . Dat tiéu chuén I1SO13485:2016
hodc tuong duong

70

302.

HC305

Chét chudn hsTnl

Thanh phan: Chét nén dém albumin huyét thanh bo (BSA) vé
chit hoat dong b& mit, Natri azua, va ProClin. Tuong thich véi
may DxI 800 . Pat tiéu chudin SO 13485:2016 hodic tuong duong

303.

HC306

Pinh lugng
Thyroglobulin

Thanh phén: R1a: Céc hat thudn tir Dynabeads phu streptavidin,
duge huyén phi trong dung dich dém TRIS ¢6 protein (bd), natri
azit va ProClin . R1b: Lién rQu photphataza kiém-khang thé
kkhing thyroglobulin don dong & chudt (bd) trong dung dich dém
TRIS ¢6 protein (bd, chudt), natri azit va ProClin . Rlc: Céc
khang thé khang thyroglobulin don dong & chudt duge lign két
v@&i biotin trong dung &c: dém HEPES cé protein (bo va chudt),
natri azit vd ProClin . Tuong thich véi may DxI 800 . Dat tiéu
chudn 1S013485:2016 hoiic twong duong

HC307

Chét chuén Thyroglobulin

Thanh phén: Dung dich d&m HEPES ¢6 albumin huyét thanh b
(BSA), natri azit va ProClin D85
Tuong thich véi may DxI 800.
Dat tiéu chudn ISO13485:2016 hofic tuong duong

305.

HC308

Binh lugng total PSA

Thanh phén: Rla: Cdc hat thufin tir phil khéng thé H%mum PSA
don dong & chudt duge b Ev‘@: pht trong dung dich mudi d¢m
TRIS, ¢6 chit hoat tinh bé mit, albumin huyét thanh bo (BSA),
natri azit va ProClin . R1b: Lién hop photphataza kiém khang

15




STT

Daih muc héa chit,
thube thii, test thiv

Yéu ciu ky thudt (co' ban)

Pon vi tinh

PSA don dong & chudt (bd) duge pha loéing trong dung n:or muoi
dém photphat, c6 chét hoat tinh b& mit, BSA, protein (chudt),
natri azit va ProClin . Twong thich v&i may DxI 800 . Pat tiéu

chudn 1S0O13485:2016 hoic tuong duong

306.

HC309

Chét chudn Hybritech
PSA

Thanh phén: Albumin huyét thanh bo (BSA) dém, natri azit va
ProClin. Twong thich v&i may DxI 800 . Pat tiéu chuén
ISO13485:2016 hodc tuong duong

307,

HC310

Hoa chit dinh lugng PSA
tr do

Thanh phin: Rla: Cdc hat thudn tir phii khéng thé khang dé &

lira, khéng thé khang biotin ¢ dé va khéng thé khang PSA don

dong ¢ chudt duge gan biotin trong dung djch mudi d§m TRIS,

c6 chét hoat dong bé miit, albumin huyét thanh bo (BSA), natri
azit va ProClin,

RIb: Lién hop _uro:u:maﬁ kiém r:;:m PSA tr do don dong &
chut (bd) duge pha loang trong dung dich mudi dém photphat,
¢6 chét hoat dong bd mat, BSA, protein (chudt), natri azit v
ProClin 300
Tuong thich véi may Dxl 800 . Pat tiéu chufin 1SO13485:2016
hoiic tuong duong

10

308.

HC311

Chét chufin cia xét
nghiém dinh lugng PSA
tu do

Thanh c:w:“ S0: BSA dém, natri azit va ProClin.
S1,82,53,54,55: PSA ty do ¢ ngudi
Tuong thich véi may DxI 800 . Dat ti€u chudn ISO13485:2016
hodc tuong duong

309.

HC312

Pinh lugng Total T3

Théanh phén: Rla: Lién hop photphataza kidm khang T3 don
dong & chut (bd) va cdc hat thufin tir pht streptavidin trong dung
dich dém TRIS c6 protein (chim va chudt), chit hoat tinh bé mit,

natri azit vd ProClin . R1b: Analog T3 duge lién két v6i biotin
trong dung dich dém TRIS ¢ protein (chim), chét hoat tinh ba
mit, natri azit vi ProClin . R1¢: Dung dich natri hidroxit
(NaOH) c6 8-Anilino-1-Napthalenesulfonic Acid (ANS). R1d:
dung dich axit clohydric (HCI). Tuong thich v&i may DxI 800 .
Dat :m: chudn 1SO13485:2016 hoic tuong duong

110

310.

HC313

Chét chufn Total T3

"hanh phén: Huyét thanh ngudi, natri azit va Cosmacil CQ,
,_J odothyronine. Tuong thich véi méy DxI 800 . Dat tiéu chudn
1S013485:2016 hoiic tuong duong

311.

HC314

Pinh lugng total BhCG

Thanh phan: R1a: Céc hat thugn tir pht IgG khéng chudt ¢ dé:
cic phuire hgp khing mrho don dong & chudt duge _Euas phu
trong dung dich muoi dém TRIS, cé chét hoat tinh bé mit,
albumin huyét thanh bo (BSA), natri azit va ProClin
R1b: Protein (dé, chudt va tii td hop) duge pha loding trong dung
dich mudi dém citrate, cé chét hoat tinh bé mat, natri azit va
ProClin. R1c:Lién hop photphataza kiém khang BhCG o tho (tai
tb hop) duge pha lodng trong dung dich muoi dém MES, c6 chét
hoat tinh bé mat, BSA, protein (thé), natri azit v ProClin .
Tuong thich véi may DxI 800 . Bat tiéu chufin 1ISO13485:2016
hoiic tvong duong

312

HC313

Chét chudn Total BhCG
(5th IS)

Thanh phin: Q.:,# nén dém albumin huyét thanh b (BSA) co
chat hoat tinh b& mt, :m.E_._ azit, ProClin. Tuong thich v&i may
DxI 800 . Dat tigu chuiin 1SO13485:2016 hodc tuong duong

313.

HC316

Dinh lugng TSH (3rd IS)

Thinh phén: R1a; Céc hat thudn tir pht khéng thé khang %mﬂ
ngudi don dong & chudt duge ::u\n: phu trong m_c:m dich muo
dém TRIS, cd chét hoat tinh bé mit, albumin :&Q thanh _uo
(BSA), natri azit v ProClin R1b: Dung dich mudi d¢ém TRIS
c6 chét hogt tinh bé miit, BSA, ?oﬁn_: (chudt), natri azit va
ProClin Rlc:Lién hop photphataza _aoE khang TSH trén :mﬁq_
don dong & chudt trong dung dich mudi dém ACES, c¢6 chét hoat
tinh b& mit, chit nén BSA, protein (chudt), natri azit va ProClin
R1d: Lién hop photphataza _r_nE khang TSH trén :m:? don
dong ¢ chudt trong dung dich mudi dém ACES, co chét hoat tinh
bé mit, chit nén BSA, protein (chudt), natri azit va ProClin.
Tuong thich v&i méy DxI 800 . Pat tidu chudn 1S013485:2016
hofic tuvong duong

55

314.

HC317

Chét chuin TSH (3rd IS)

dﬁ.—:: phén: Chét nén albumin huyét thanh bo (BSA) dém co
chét hoat dong bé miit, :_m:.m azit, ProClin . Tuong thich v&i may
DxI 800 . Pat tiéu chuén ISO13485:2016 hodic tuong duong

315.

HC318

Dinh lugng PCT

Thanh phan: R1a: Céc hat thuan tir Dynabeads phi khang thé

don dong ¢ chudt khéng procaleitonin ngudi trong dung dich

dém TRIS c6 chat hoat tinh bé mat, protein (bd), natri azit va
ProClin.

20
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Yéu ciu ky thuat (cor ban)

Pon vi tinh

S0
lugng

RIb: 0,1 N Natri Hydroxit. Rlc: Dung dich d&ém MOPS c¢6 chit
hoat tinh b& mat va protein (bd, chudt), natri azit va ProClin.
R1d: Lién hop photphataza kism ti t& hop khéng procalcitonin &
chudt trong dung dich d&m MOPS cd chét hoat tinh bé mit va
protein (bd, chudt, tai td hop), natri azit vd ProClin . Tuong
thich v6i may DxI 800 . Pat ticu chudn 1S013485:2016 hodc
tuong duong

316.

HC319

Chét chuén PCT

Thanh phéin: Dung dich dém HEPES dong kho co protein (bo),
natri azit va ProClin. Tuong thich vai may DxI 800 . Dat tiéu
chuin 1SO13485:2016 hoic tuong duong

317.

HC320

Dinh lrgng Progesterone

Thanh phan: R1a: Chit cong hop progesterone — phosphatase
kidm (cta bd) va cac hat thuén tir pht khing thé cta dé khang
[gG cua tho trong dung dich mudi dém TRIS, c6 albumin huyét
thanh bod (BSA), natri azit vd Cosmocil CQ. R1b: Protein E@
tho) trong dung dich dém axetat voi Cosmocil CQ. Rlc: Huyet
thanh mién dich & tho khéng progesterone trong dung dich dém
axelat, BSA, natri azit va Cosmocil CQ. Tuong thich véi may

DxI 800 . Pat tiéu chudn ISO13485:2016 hodc tirong duong

318.

HC321

Chét chudn Progesterone

Thanh phén: Huyét thanh ngudi, natri azit va Cosmocil CQ.
Tuong thich voi may Dx1 800 . Pat tiéu chudn ISO13485:2016
hodc tuong duong

319,

HC322

Binh lugng Testosterone

Thanh phén: Rla: Céc hat thuén tir pht khéng thé dé khang IgG
chudt; chét cong hop testosterone — phosphatase kiém véi
albumin huyét thanh bd (BSA), natri azit vi ProClin. R1b:
Dung dich xtr Iy miu, natri azit. Rtc: Khang thé don dong khang
testosterone (chudt), protein (BSA, chudt, d&), natri azit,
ProClin . Tuong thich v6i may DxI 800 . Dat tigu chuén
1S013485:2016 ho#c twong duong

320.

HC323

Chét chuin Testosterone

Thanh phén: Chét nén albumin huyét thanh bd, ProClin va natri
azit. Tuong thich vai méay DxI 800.
Dat tiéu chudn ISO13485:2016 hofic tuong duong

321,

HC324

Pinh lugng hLH

Thanh phén: Rla: Céc hat thugn tir phi khang thé dé khang IgG
chudt: cac phirc hop khang hLH don dong & chudt duge tao
huyén phi trong dung dich mui dém TRIS cé albumin huyét
thanh bo (BSA), chit hoat dong bé mit, natri azit va ProClin .
R1b: Dung dich mubi dém TRIS ¢ BSA, protein (ctia chudt, d&),
natri azit va ProClin .

Rlc: Chét cong hop khéng thé ciia dé khéng hLH — phosphatase
kidm trong dung dich mudi ddm TRIS c BSA, protein (ctia dé),
chét hoat dong bé miit, natri azit va ProClin . Tuong thich véi
méy DxI 800 . Pat tiéu chudn 1S013485:2016 hodc tuong duong

322.

HC325

Chét chudn hLH

Thanh phén: Chét nén albumin huyét thanh bo (BSA) dém c6
chit hoat dong bé mat, :.m:._. azit, ProClin . Tuong thich vdi may
Dx1 800 . Pat tiéu chudn 1SO13485:2016 hodc tuong duong

323.

HC326

Binh lugng hFSH

Thanh phén: R1a: Cac hat thudn (ir pht khéng thé cia dé khing
IgG ciia chudt: céc phire hop khang thé don dong ctia chudt
khang hFSH duge huyén phit trong dung dich mudi dém TRIS c6
albumin huyét thanh bd (BSA), chét hoat déng bé mat, natri azit
va ProClin. R1b: Chét cong hop khang thé khang hFSH & dé —
phophataza kidm (b&) trong dung dich mudi dém TRIS ¢d protein
(bo, chudt, dé), chit hoal ddng bd mat, natri azit va ProClin ,
Rlc: Dung dich mudi dém TRIS voi protein (bd, chudt, dé), chét
hoat ddng bé mat, natri azit, ProClin , Tuong thich véi may DxI
800 . Pat tidu chudn 1S013485:2016 hoiic twong duong

324.

HC327

Chét chudn hFSH

Thanh phén: Chét nén albumin huyét thanh bd (BSA) dém cb
chat hoat dong bé mit, natri azit, ProClin, Tuong thich v&i may
DxI 800 . Pat tiéu chuin ISO13485:2016 hoiic twong duong

HC328

Chét kiém ching cho cdc
x€t nghiém tim mach mirc
1,2,3

Chét kiém chimg dang 16ng, dugc chudn bi tir huyét thanh nguai.
Nbng do céc chat phén tich duge didu chinh vai cdc hda chit tinh
khiét va cc ché ﬁrmﬁ {lr protein (A t6 hop, md hogc dich co thé
ngudi, Tuong thich véi méy DxI 800 . Dat tiéu chuén
[SO13485:2016 hoiic tuong duong

326.

HC329

Chét kiém chirng cho cac
xét nghiém mién dich
muc 2 (cd gia tri cho cé
cAc xét nghiém chi td khbi
u va TgAb, TPO Ab)

Chét kiém chimg dang léng, duoc chudn bi tir huyét thanh ngudi.
Céc mire ndng do ciia céc chit phan tich duge diéu chinh véi hoa
chit tinh khiét va cc ché phim tir mo/dich co thé ngudi. Tuong
thich véi may DxI 800 . Pat tiéu chudn 1SO13485:2016 hodc
twong duong

Lo

25

327,

HC330

Chat kiém ching cho cic

Chét kiém ching dang 16ng, duge chudn bi tir huyét thanh ngudsi,

Lo

25




T i ; : Sy 56
STT | MaHC w”ﬁ“whmm_wsﬁwwnnﬁﬂﬂw Yéu ciiu ky thuft (co biin) Pon vi tinh [ione
x¢ét nghidm mién djch Céc muc :o:m dg cua cac chit phén tich duge diéu chinh voi hoa
mute 3 (c6 gia trj cho ca chét tinh khiét va cac ché phim (ir md/dich co thé ngudi. Twong
cac xét nghiém chi tb khdi thich véi may DxI 800 . Pat tiéu chuéin 1S013485:2016 hojic
| u va TgAb, TPO Ab) fuong du
_ Thanh phin: Dung dich mui dém TRTS, chat hoat tinh bé mat,
C D122 natri azit va khdi luong phin Gng ciia: 5-chloro-2-methyl-
328.] HC331 Dung dich rita dong méy 4-isothiazolin-3-mot va 2-methyl-d-isothiazolin-3-mét Tuong Hép 500
Dxd thich v&i may DxI 800 . Dat tiéu chufin [1SO13485:2016 hoiic
tuwong duong
Thanh phén: Dung dich dém chira dioxetane Lumigen PPD, chét
329.| HC332 Co chét phat quang huynh quang va cht hoat tinh b& mit. Twong thich véi may DxI Hop 55
800 . Pat tiéu chudn 1S013485:2016 hoiic tuong duong
Giéng phan ting cho dong Chit liéu Polypropylene; Tuong thich v&i may DxI 800 . Dat tiéu e
| 330, HE33D may Dxl chufn [SO13485:2016 hoic tuong duong s 150
. Dung dich rita mdy hang Thanh phan: KOH Twong thich vai may DxI 800 . Dat tiéu
A HOZR ngay chudin 1S013485:2016 hofic twong duong Bk 2
Dung dich rira may hang Thanh phin: Acid hitu co Twong thich véi may DxI 800 . Dat .
32| HLAA ngay tidu chudn ISO13485:2016 hoic tuong duong Rih 2
Thanh phan: Phosphatasc kiém, albumin huyét thanh bd (BSA),
333 HIC336 Dung dich kiém tra may ProClin, natri azit. Tuong thich véi méay DxI 800 . Dat tiéu Hap 6
chudn ISO13485:2016 hofc tuong duong
Thanh phan: Rla: Céc hat thugin tir Oﬁzwomam duge pha
streptavidin, biotin va chéit twong tur estradiol két hop v&i biotin
trong dung dich dém Tris ¢d cdc prolein (cd), chét hoat tinh bé
Pinh lrong Sensitive mit va Cosmocil CQ. R1b: Dung djch dém Tris c6 céc ?own_:
334.| HC337 ] 2 (dé, bd), chét hoat tinh b& mit, azide va Proclin . Rle: Chét Hop 4
Estradiol
¢dng hop phosphatase kidm khéng estradiol don dong ¢ clu
trong dung dich dém MES ¢6 céc protein (dé, chimy), chét hoat
tinh b mit, azide vd Proclin . Tuong thich v&i may DxI 800 .
Dat tidu chudin ISO13485:2016 hoiic tvong duong
Thanh phén: Huyét thanh ngudi, ProClin .
5 Chét chudn Sensitive S1,52,53,54,85: Estradiol trong huyét thanh ngudi .
7 535, €338 Estradiol Tuwong thich vai may DxI 800. Hop &
Pat tigu chufin 1ISO13485:2016 hofic trong duong
Thanh phén: R1a; Céc hat thun tir phi khing thé dé khing IgG
cha chudt: cdc phire hop khéang thé don dong ctia chudt khing
ferritin duge huyén phi hoa trong dung dich mudi dém TRIS, cb
chit hoat dong bé mit, albumin huyét thanh bd (BSA), natri azit
336.| HC339 Pinh lugng ferritin ; #e beaCni Hop 40
1 : : R1b: Chat cong hgp khing the ctia dé khang ferritin — '
phosphatase kiém trong dung dich mudi dém TRIS, co chét hoat
ddng bé mit, BSA, protein (ctia dé, chudt), natri azit va ProClin
. Tuong thich vé&i may DxT 800 . Dat tiéu chufin ISO13485:2016
hofic (wong duong
Chét chudn ferritin, Théanh phén: Chat nén albumin huyét thanh
. £ £ bo (BSA) dém co6 chat hoat ddng bé mat, natri azit, ProClin, N
ATy HGA Ul el vt Tuong thich v&i may DxI 800 . Dat tiéu chudn 1SO13485:2016 Hop %
] hodc twong duong
r g Hoa chét st dung cong nghé cam bién sinh hec. Céc thong s xét
%M.ﬁ%%%oﬂ%ﬂmw: Wﬁw nghiém: - BG (khi mau): pH, p0O2, pCO2 - Pién giai (Na, K, Ca)
338.| HC362 P 4 % w - Glucose & Lac - Het: Hematocrit, Tuong thich vai may khi Hop 38
giai(Na,Ca, K ), Glucose N P
& Lactat / Het . méu GEM Premier 3000
‘ Dat tiéu chuén [SO13485:2016 hoic tuong duong
339.| HC363 mg:hm_mmmﬁmuww_”_ﬂmw L%o_ Héa chét chudn 3 mie cho may xét nghiém khi mau GEM 3000 Hop 11
340.] HC364 Rue :ﬁmﬂ%m%ns 1B Ding cho mdy nuéc tiéu ban ty dgng Urometer 720 Hop 50
Hoa chit nd 01 kiém que thir nude tidu mirc 1
Céc gia tri dich va cac dai gia tri kiém
Miu néi kid sodl ndi kiém duge liét ke trong Lo kit insert di wmw: hép hoa chit
au ndi kiém cho xét
341.| HC365 nghiém phén tich nuéc . clia nha san xudt dbi véi che thong sb Hop i
:mz. s —— Albumin, Bilirubin, Blood, Creatinine, Q_:o:mmu HCG, Ketones,
? ! Leukocytes, Nitrite, pH, Protein,
Specific Gravity and Urobilinogen.
Pat tiéu chudn ISO13485:2016 hoic tuong duong
Mau ni kiém cho xét Hoa chat noi kidm que thir nuée tiéu mie 2.
342.| HC366 nghiém phén tich nude Céc gia trj dich va cac dai gia tri kiém sodt ndi kiém duoc ligt ké Hop 4
tidu, mic ndng do 2 trong t& kit insert di kém hdp hoa chit cia nha san xudt dbi vai




7 ) . I o K
STT | MaHC m_m““”m__“”_ﬂwwh___ﬂu | Yeu chu ky thudt (co bin) Don v tinh __.wm_m
cic thong s Albumin, Bilirubin, Blood, Creatinine, Glucose,
HCG, Ketones, Leukocytes, Nitrite, pH, Protein, Specific Gravity
and Urobilinogen.
Dat tiéu chudn 1S013485:2016 hodc tuong duong
T Que thir nude ticu 10 thong so
343, HC367 Que thie ,:coﬁ_»:ac L Twong thich véi may xét nghigm nudc tiéu Cobas U601, Dat tiéu Hép 100
tongsb chudn ISO 13485
-B hoa chit phan thch cic hemoglobin binh thudng (A, A2 va
o A F) & cAc mAu méu ngudi va phat hién cée bién thé hemoglobin
344 HC368 _w@‘ it a_aw_e chinh (S, C, E va D). Hop 2
emoglobin Tuong thich v&i May dién di Menicap Flex- Piercing
Dat tiéu chudn 1S013485:2016 hodc tuong duong
Chét kiém chudn cho Hb A2 binh thuéng duge st dung dé kiém
Hoéa chit kiém chufin dign sodt chét lvgng dinh lugng huyét siic t& A2 & ngudi bang quy
345 HC369 | di huyét sic tb mic HbA2 trinh dién di Hop 2
binh thutmg Tuong thich v&i Méy dién di Menicap Flex- Piercing
Pat tidu chudn IS013485:2016 hoiic tuong duang
Chit kiém chuidn Hb A2 bit thudng dé kiém soat chat lugng dinh
. Héa chit kidm chudn Hb lugng huyét sic &0 >m vi dé dbi o_,h.s.:m su di m:mwm: ciia huyét .
346.| HC370 A2 bit thudmg sdc t0 trong quy trinh dign di Hép 2
Tuong thich véi May dién di Menicap Flex- Piercing
Pat tidu chudn ISO13485:2016 hofic twong dirong
Hoa chét vé sinh dau do mau trén thiét bi tu dong di¢n di mao
. £ a w X quéan 2 dau di. R
) HER Hieasiigt wysinh find Tuong thich véi gm_w dién di Menicap Flex- Piercing Hop %
Pat tiéu chudn [SO13485:2016 hoic tuong duong
Cuvette cho ddng méy . Céng do :._m: XN déng méu.
348.| HC372 bt tridw e dOnE Tuong thich v&i my xét nghiém dong méu Thrombolyzer XRC. Thanh 200
T Pat tiéu chuidn 1SO13485:2016 hodc tuong duong
. - Thude thir ding dé x4c dinh in vitro thoi gian Thrombin trong
Hda chat danh gia thoi huyét tuong ngudi ik
M BB gian déng mau Thrombin - 'Thanh phén: Thrombin déng kho cé ngudn gbe tir bo Hop =
Dat tiéu chudn ISO13485:2016 hoic tuong duong
Huyét tuong ding dé _amE‘c_Em: cée xét nghiém dong méu
2 £ L - Thanh phén: Huyét tuong ngudi dong kho.
60 HER Hou ehils chmin mie2 Tuong thich véi may xét nghiém m@mm Wma \::.cmEUoJ\NQ. XRC, Lo 360
Pat tiéu chudn ISO13485:2016 hofic tuong duong
Huyét tuang dung dé kiém chuiin cdc xét nghiém dong méau
. f 1A R - Thanh phan: Huyét tuong ngudi déng khd, Twong thich vai
351.| HC375 Hoa chét chudn murc 1 E_MQ st it aomm Hmjm: ._,E.w_:vo_u\wmn NWO. Lo 360
Pat tiéu chudn 1SO13485:2016 hojic tuong duong
Thubc thir dugc ding dé xac dinh thii gian thromboplastin hoat
) hoa timg m:wm (APTT) trong huyét twong ngudi
- Hoa chét xét nghiém - Thanh phén bao gém cephalin tr md nio thd va kaolin hoat .
sda HOT APTT ’ ® 60, Calcium Chlorid . Hop 12l
Tuwong thich véi may xét nghiém dong mau Thrombolyzer XRC
Dat tiéu chudn ISO13485:2016 hodc tuong duong
Thudc thtr dung dé chéin doan in vitro Fibrinogen theo phuong
phap Clauss
353l Heary Hoa o.:w; x&. zmrmma dinh - Thanh phén bao gbm ._,E.c:&,m: %:m lkhd ¢6 ngudn gbe dong Hop 150
lugng Fibrinogen VL. ’
Twong thich vai may xét nghiém déng mau Thrombolyzer XRC
Pat tiéu chudn ISO13485:2016 hojc tuong duong
Thude thir duge dung dé x4c dinh thoi gian prothrombin (PT)
trong huyét tuong ngudi
- Thanh phén bao gdm:
354, HC378 Héa chét xét nghiém PT + Thromboplastin déng khé tr ndo tho hdp 200
+ Chét pha logng. Tuong thich véi may xét nghiém déng méu
Thrombolyzer XRC.
Pat titu chuin ISO13485:2016 hoic tuong duong
Thube thir ding dé dinh E,Qmm D-Dimer trong huyét tuong ngudi
T ! - Thude thir dang latex gom céc hat polystyrene duge bao phu
355 Hcz7e | TPuoethi dinhluongD- | (b pdng thé a%_ 9_5% Tuong ::,oﬂ <wm w:.@ xét :mz@a@%nm hép 6
Dimer .
mau Thrombolyzer XRC.
Phat tiéu chudn [S013485:2016 hoic trong duong
Thube thir xée dinh hoat Thude thir ding dé chén mo@ invitro romr.uo:m cila yéu tb IX
356.] HC380 46 ot ydu 16 IX . _trong v,:u\oﬁ thanh nguoi o Lo 6
’ - Thanh phan bao gém huyét tuong déng khd ngudn goc tir ngudi
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STT | MiHC thube tha,test thi Yéu ciu k§ thuft (co ban) Donvitinh | | o
Tuong thich véi may xét nghiém déng mau Thrombolyzer XRC
Pat tiéu chudn 1S013485:2016 hojc tuong maq:m
Thudc thir dung dé chéin do4n invitro hoat dong cla yéu td VI
trong :E\ﬁ thanh ngudi
357 HC381 Thube thi Xac dinh hoat - Thanh u:m: bao gbm huyét tuong dong kho ngudn gbe tir 6 18
' dd cua yéu to VIII ngudi. Tuong thich véi my xét nghiém déng mau Thrombolyzer i
KRC
Pat tiéu chufin ISO13485:2016 hofic twong %%m
Thudc thir ding dé chin doan invitro hoat dong cta yéu 16 X1
T trong huyét thanh ngudi
358.| HC382 ,_,r:om 9.: o aw:: hogt | . Thanh phin bao gdm huyét uh:osm déng kho ngudn ghe tir ngudi Lo 6
dd cua yeu to XI T
. Tuong thich v&i may xét nghiém ddng méu Thrombolyzer
XRC. Pat tiéu chudn 1S013485:2016 hojic tvong duong
Ding dé ria kim hit méu may déng méu, tranh gy nhiém chéo,
350 |  HC383 Héa chit :,_.m may dong ¢ tinh acid. H:.Q:m _.Eo: véi E.@ xét nghi¢gm dong méau " 950
mau Thrombolyzer XRC.
DPat tiéu chudn 18013485:2016 hoiic twong duong
Thé xét nghig¢m dinh tinh Xac dinh nhém mau ABO/RhD v6i nguoi nhdn. Thanh phan;
hé nhém mau ABO/Rh dé Chira khang nguyén don dong A, B vaD. ,
360, HCA02 xAc dinh trong thich cho | Tuong thich véi méy dinh nhém méy tr dgng Bio-Rad TH - 500. Hop 43
bénh nhén truyén méu Dat tidu chudn ISO13485:2016 hoiic twong duong
Card xét nghiém dinh tinh Cho phép nozm thai dinh nhém mdau xubdi va nguge va xac dinh
361 HC403 hénhém méau ABO-Rh RhD Thanh phan: chira khang thé don dong A B vaD. Tuong Hop 25
; : phuong phap hdng om: thich v&i may dinh nhom méy ti déng Bio-Rad II1 - 500. Dat :
mAu va huyét thanh méu tidu chuin 1S013485:2016 hodc tuong duong
Kha nang thye hién xét nghiém: sang loe va dinh danh khang thé
Card xét nghiém dinh tinh bt thudng, hoa hop va dinh nhém ngugr, phat hién cac wrw:m
. R théM, N, P1, Le {a,b), L. Thiéu mau t4n :cwﬁ lién quan dén .
362.| HC404 khang thé, khé nang i Hop 120
firong thich va nhém méu ) _A_S:m\:wo rw_.g:. , 2@.& urm:. r_Em _Eu_m: c_:.ﬂ gel ty nhién,
Tuong thich v&i may dinh nhém may ty dong Bio-Rad TH - 500.
Pat tiéu chudn 1S013485:2016 hoic twong dwong
Owa xﬁ. wm_:oa dinh H.Er Thanh phén: chira anti-human globulin anti-IgG ngubn ghc tir
x.ﬂ nghig¢m .ﬂoo:&m gidn the .
363 HEA :nm ~THiE :_o?. phin dng Tuong thich véi may dinh nhdm mdy tw ddng Bio-Rad TH - 500. Hop =
hoa hgp va dinh danh " <L Bl p
’ S, . Pat tiéu chuin 1SO13485:2016 hodc twong duong
khang thé, phan tng chéo
Dung e prafomg i | P e
dbki IR a::w \aro :\_E\H n_%,: Heh Tuong thich véi may dinh nhém may ty djng Bio-Rad [H - 500. Hop ;
PHRHLITRR By 595 Dat tiéu chudn IS013485:2016 hofic tuong duong
Dung dich rira dung cho Tac dung: ngin nglra vi khuén hofic nhiém bén __M:mn <w_o :m?w:m
365 HC407 méy phén tich nhém mAu . pipet cia a,c.:m mf._ .<.m dé _ou.: bo ,q_mcw cw :E@.B chéo mau. Hop 100
by dbng Tuang thich v&i méy dinh nhém méy ty dong Bio-Rad IH - 500.
i Pat tiéu chuan [SO13485:2016 hogc tvong duong
Ong méu ling:
Ong chén khong chita chét chéng
366, HC408 Ong méu ling dbng Natri cifrate ong 1500
Nép cao su
Pat tiéu chudn IS0 13485:2016 hodc twong duong
Thé dinh danh vi khuin Dinh danh vi khudn Gram am trén tinh chét khac nhau, sit dung
367.| HC427 G At dugc trén may Vitek 2 compact Hép 80
Pat tiéu chuin 1S013485:2016 hojc tuong duong
\ . 2 Thé dinh danh vi khuén kho moe NH,
368.| HC428 ME Qinh il BRI Tuong thich véi mdy Vitek 2. Dat tigu chudn 1S013485:2016 Hop 3
h6 moc NH i
hoiic tuong duong
Thé dinh danh vi khodn Pinh danh vi khuin Gram duong trén tinh chat khéac nhau, s
369.] 11C429 Seni due dung dugce trén may Vitek 2 compact Hop 20
& Pat tiéu chuin [S013485:2016 hojc twong duong
Dinh danh ndm trén tinh chdt khac nhau, st dyng duge trén may
370.| HC430 Thé dinh danh cho Ném Vitek 2 compact Hop 4
Dat tiéu chudn 1S013485:2016 hofic twong duong
Thé khang sinh dé vi Lam khéng sinh dé cho vi khudn Gram &m st dung dugc trén
371 HC431 khuén Gram 4m mdy Vitek 2 compact Hép 80
(N240,N204,N92,NH....) Dat tiéu chudn ISO13485:2016 hoje twong duong
e . e Lam khang sinh dd cho vi khuén Gram duong st dung dugc trén
372, HC432 The Ihimginh 4 ¥ ¢ may Vitel 2 compact gy : Hop 20

khuan Gram duong

Dat tiéu chufin 1SO13485:2016 hoiic trong duong
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373.

HC433

Thé& khéng sinh 3 Ném

Lam khang sinh do cho ndm str dung dugc trén may Vitek 2
. compact
Dat tiéu chuén [SO13485:2016 hogic twong dwong

374.

HC434

Thé khéng sinh db da
khéang

Thé khang sinh dd Gram 4m VITEK® 2 duge sit dung véi Hé
Emnw VITEK® 2. Mbi thé AST chita cic khang sinh duge chon
¢6 ndng d khac nhau, Trong thé c6 giéng chira khang sinh
Colistin, Meropenem

Dal tidu chudn 1S013485:2016 hoiic tuong duong

375.

HC435

Thé khéang sinh db lién
cau

Lam khang sinh dé cho vi khudn dong lién cau, khé moc. sir
dung duge trén may Vitek 2 compact
Pat tiéu nr:mb 1SO13485:2016 hoac tuong duong

376.

HC436

Nurde mudi 0.45%

Nude mudi 0.45% ding véi miy VITEK 2
Pat tiéu chufn ISO13485:2016 hoiic tuong duong

30

377,

HC451

Kit dinh lugng HBV
Nhanh

Kit dinh lugng virus viém gan B. Chay dugc méu don 18, Tuong
thich v&i may GeneXpert
Pat titu chudn 1IS013485:2016 hofic tuong duong

Test

200

378.

HC452

Kit dinh lugng HCV

Kit dinh lwong virus viém gan C. Chay dugc mau don 18. Tuong
thich v&i may GeneXpert
Dat tiéu chuén IS013485:2016 hodc tuong duong

Test

200

379.

HC453

Mycobacterium
tuberculosis dinh danh va
khéng RMP Xpert

Xét nghiém dinh tinh lao va lao khéng thuoc sir dung trén may
. Genxpert
Dat Smc chuiin 1S013485:2016 romn trong duong

Test

500

380.

HC341

Chét higu chudn cho xét
nghiém NT-pro BNP

Thanh phén gbm: Mau chuén 6 méc :onm dd CAL A-CAL F-c¢6
thanh EE: 12 dung dich dém Tris co nra on dinh protein (fir bo).
Mau chudn CAL B -CAL F cé cc :o:m dd khéac nhau coa NT-
proBNP tai t6 hop.

Dat tiéu chuén 1S013485:2016
Tuong thich véi may Alinity T, Dat tiéu chufin 1SO13485:2016
hogc E:.:m duong

02

381.

HC342

Thube thir che xét nghiém
NT- pro BNP

Xét nghiém Alere NT-proBNP 14 xét nghiém mién djch vi hat
hoa phét quang (CMIA) st dung dé dinh lugng in vitro peptide
lgi nidu natri type B c6 acid amin ddu N tin ciing (NTproBNP)
trong huyét thanh va huyét tvong nguvi.
Thanh phéin gdm:

- Vi hat: Khang thé (don dong tir ciru) khang NT- proBNP c6
biotin, pht trén vi hat trong dém Bis-TRIS véi chét én dinh
?205 (tir bo) va Tween 20.

- Chét két hop: Chiét két hop Anti-NT-proBNP (chudt, khéng :5
don dong) cé danh ddu acridinium-trong dung dich dém MES vé
chdt én dinh protein (tir bd) va Tween 20.

Twong thich vai may Alinity 1. Dat tiéu chuin 1SO13485:2016
hoic tuong duong

Hop

25

382.

HC343

Hoa chét chudn Total B-
hCG

Hoa chét hiéu chudn cho xét nghiém dinh tinh va dinh lugng beta
human chorionic gonadotr opin (B-hCG) trong huyét thanh va
:;vﬁﬁ Luang ngudi.
Thanh phén: huyét thanh ngudi.
Tuong thich vai may Alinity 1. Dat tiéu chudn [SO13485:2016
hoic tuong duong

383.

HC344

Hda chét dinh lugng Total
p-hCG

Thanh phin bac gom:
- Anti-B-hCG (chugt, khing thé don dong) phu trén vi hat trong
dém TRIS v&i chit &n dinh E.oﬁow_ (tir bo).

- Chét két hop Anti-B-hCG (chudt, khing thé don ao:mv co danh
déu acridinium trong dung dich dém MES voi chét 6n dinh
protein (L bo).

Tuong thich voi may Alinity T . Dat tiéu chuin 18S013485:2016
hodc tuong duong

384.

HC345

Hoéa chét hidu chudn cho
xét nghiém Cyfra 21-1

Puoc str dung dé hiéu chudn may phan tich mién dich khi thue
hién xét nghiém dinh lugng cic manh oﬁo_ﬁo_m:: 19 trong huyét
thanh va huyét tuong ngudi,

Tuwong thich véi méy Alinity I, Pat tiéu chufin 1S013485:2016
hodc twong duong

Hop

01

385.

HC346

Hoa chét kiém tra chét
lugng xét nghiém Cyfra
21-1

Thanh trms moS Miu chithg cao c 1}, Trung binh (M), thip (L)
duge didu ché trong dung dich chiit nén ::m: tao va cd chira
khang nguyén din xudt tir dong & bao ngudi.

Tuong thich v&i may Alinity 1. Dat tiéu chuén 1SO13485:2016
hoiic tuong duong

01

386.

HC347

Hoa chéat xét nghigém dinh
lugng Cyfra21-1

Thanh phén:
- Vi hat: Anti-CYFRA 21-1 (khang thé don dong chudt)

10




ser:|onnne | LR  Yéu chu ky thudt (co bin) Donvitinh | | oL
- Chat két hgp: Chat két hop khang thé khang CYFRA 21-1
Tuong thich véi may Alinity I . Dat tiéu chuén 1SO13485:2016
hodic twong duong
Thanh phan:
- Cal A: chira dém borate co chét én dinh ww.oﬁm: (tr bo)
Héa chét chudn cho xét - Cal B-F: chita SCC Ag (tlr ngudi) duge diéu ché trong dém n
383, HO34S nghiém SCC borate v&i chét &n dinh protein (tir bO). Hop dl
Tuong thich vai méay Alinity 1. Dat tiéu chuan ISO13485:2016
hoic tuong duong
Thanh phén gbm:
- Control 0: ¢cé chira dém borate va chét én dinh protein
Méu chimg cho xét - Control L va Control H: chira SCC Ag dugc didu ché trong dém 2
SER  HEIAR :m_i@dmmoo borate ¢é chét én dinh protein. Hop o1
Tuong thich v6i méay Alinity 1. Pat tiéu chudn 1SO13485:2016
hoic tyong duong
Thanh phin gbm:
- Vi hat: Khang thé khang khang nguyén SCC
. F g ol -Chét két hop: Khang thé khéng khang nguyén SCC cb danh déu
389.| HC350 H0R shutasr it dink acridinium Mm_ :oﬁwwdsm a:_,_mm&o: %m_%w,wmm voi chét 6n dinh Hop 03
Iugng SCC Brofél
Tuong thich voi may Alinity 1. Dat tiéu chun 1SO13485:2016
hodc tuong duong
Thanh phén: Cal A - Cal F duge chun bj trong d&ém PBS c6 chét
v £ 2 on dinh protein. R
390:|  HEAS] Hiaxharchuan HE4 Tuong thich voi may Alinity I . _G.n.: tigu chudn ISO13485:2016 Hip 0l
hoiic tuong duong
Thanh phin: Miu chiing cao (), Trung binh (M), thép (L) duge
. . s , chudn bj trong dung dich dém PBS cé chét én dinh protein, <
2l TR Hitga; phat higu g HE Tuong thich <Qw E@rﬁi@ 1. Pat tiéu chuin Mwo_mmmwu“mo_o Hop 01
hodc tuong duong
Thanh phin gom:
- Vi hat: Anti-HE4
309.|  HC353 Héa chit xét nghiém dinh | - Chét két hgp: Anti-HE4, chét _am_ﬁ ccﬁ ¢6 dénh déu WE.E.EEE Hop 03
1 lugng HE4 trong dung dich dém PBS véi chéit 6n dinh protein va chat tay. '
Tuong thich voi may Alinity 1. Pat tiéu chudn 1S013485:2016
hoédc twong duong
Thanh phin bao gbm: C& thanh phén muoi d¢ém phosphate va cic
; T chat khang khuén 2
393, HCE354 Uhagg disdprnimige Tuong thich v&i may Alinity 1. Mﬁ tigu chudn ISQ13485:2016 Hip 3%
hofc tuong duong
Thanh phin bao gdm: huyét twong nguoi da canxi hoa.
394, HC353 Dung djch rtra kim Tuong thich véi may Alinity I . Dat tiéu chudn ISO13485:2016 Hép 5
hodc tuong duong
Dung dich eh hoat phn | 8 R e opvihat,
13 HE36 (e higw E.Ew quimg oyt Tuong thich v&i may Alinity I, Dat tiéu chudn 1S013485:2016 Hap =
Pre-Trigger 5 o Ve
ho#c tuong duong
Dung dich kich hoat phan Chira dung dich natri hydroxyd
396, HC357 rng hda phét quang loai Tuong thich véi méy Alinity I . Pat tiéu chuén ISO13485:2016 Hop 20
Trigger hotic tuong duong
. - Céng phan tng >
07 TN Ciing phpniig Pat tiéu chudn IS013485:2016 hodic tuong duong Hop g
Héa chét sin sing cho sir dung trén may Premicr Hb9210. Thanh
phén: Dung dich Buffer A: Nude, Methanol: , dd Ammonia ;
Dung dich Buffer B: Nuéc , Methanol: , dd Ammonia: ;
308 HC359 Bo cot <w. hda chét cho xét Dung djch Diluent: Nudc , TRITON X100:, Sodium azide: ; B} 40
i nghiém HbAlc Dung dich Wash: Nuéc , Ethanol: , Methanol: , Sodium azide:;
Cot phén tich: Polymer gel
Tuong thich véi mdy Premier Hb9210
Dat tidu chudn I8013485:2016 hofic tvong duong
o Duge st dung dé kiém sodt hidu ning cia xét nghiém dinh lugng
Héa chat kiem chimg Glycerated Hemoglobin. R
399, HEI0 HbAlc mic T va Il Tuong thich v&i méy Premier Hb9210 Hep B
Dat tiéu chudn 1SO13485:2016 hojc tuong duong
Héa chit hicu chudn Buoe sit dung d& hidu chufin cua xét nghiém dinh lugng HbalC,
400.| HC361 ihkts sis 1 VD Tuong thich véi mdy Premier 9210 Hap 5
Dat tiéu chuidn 1ISO13485:2016 hodic luong duong
401. HC384 Chét kigm chudn may - Thanh phén: hdng bach cu, tidu cu mé phong va chét bio Lo 46
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i : : &u chu ky thui b Pon vi tinh ;
STI | ' MaTHC thudc thit, test thir Abmeanky thugt (cohan) P lugng
huyét hoc mte binh . quan
thudng Pat tiéu chuin ISO13485:2016 hofic twong duong
414 I - Thanh phén: héng cAu, bach ciu, tiéu cdu md phong va chit
402.] HC385 owwa _m_ﬂ_ua b SRy bao quan Lo 46
uy=t hoe mUG cao Dat tiéu chuan I5013485:2016 hodc tuong duong
PO R T - Thanh phin: hdng cau, bach ciu, tiéu ciu md phong va chit
403, HC386 mg:ﬁ_ﬂ_ma %W.mz:ﬁ& . bao quan Lo 46
uyet hoe mue thap Pat tiéu chudn 1SO13485:2016 hotic tuong dwong
Hoa chét do cdc thanh Phan tich céc t& bao bach ciu "
404, HC387 phén bach chu Pat tidu chudn 1S013485:2016 hofic trong duong KR 36
5 Hoa chit do cong thirc Hod chét cho phén tich hdng chu, tiéu ciu « 40
405 HC388 méu Pat tiéu chudn ISO13485:2016 hodic tuong duong Hop
2 Héa chit rita may huyét - Dung dich rira may t€ bao .
406, HC389 hye Dat tiéu chudn 1S013485:2016 hodic twong duong Thirg 20
Dung dich nan dong gitip ting t& bio méu di qua khu vire phin
Héa chit tao dong chay tich trong phén tich RBC/ PLT, hing cdu ludi, kénh baso. Rira
407, HC390 trong xét nghiém huyét dudng dich Thing 96
hoc - Thanh phin: Chat bao quan, dém, chét hoat dong bé mat
Dat tiéu chufn ISO13485:2016 hoiic tuong duang
Dung dich ly giai mang Diing lam o:wr ly gigi cho méy phén tich huyét hoc
408.] HC391 té bao hong cau cho phén Thanh phan: Chit hoat déng bé mit mang dién tich duong can 96
tich Hemoglobin Dat tiéu chuin [SO13485:2016 hodc tuong duong
A A Dung dé ly gidi mang té bio hong cdu cho phén tich
409.| HC392 Deme wu_mo_pwm_mmmﬂw%% dpng Thanh phan: Dung dich hoat dong b& miit mang dién tich Am Can 50
s Pat tiéu chuin IS013485:2016 hoic twong duong
. i " Diing lam chét ly giai cho may phén tich huyét hoc
410.] HC393 Dung MMWMWMMMW dong Thanh phén: o:mﬁ hoat dong b& mat mang dién tich duong can 50
P Dat tiéu chudn 1SO13485:2016 hoiic trong duong
Dung 1am chét rira cho may phéan tich huyét hoc
Thanh phén: Polyoxyethylene nonylphenyl sther va Ethylene
411.| HC3%4 Dung dich rira glycol monophenyl ether Can 25
. BepH: 7.7 dén 8,3
Dat tiéu chuén ISO13485:2016 hodc tuong duong
Ding lam chét rira cho may phén tich huyét hoc
e R NE T Thanh phén; Dung djch Natri hypoclotit
412.| HC393 Dung dich rira ddm dic u P pH: 10 dén 13 Can 16
Dat tiéu chuiin ISO13485:2016 hodc tvong duong
Diing lam chét rira cho may phan tich huyét hoc
ok i Thanh phén: Natri hypoclorit
413, HC396 Dung dich rira pH 10-13 PG pi: 10 dén 13 Lo 12
Dat tiéu chudn [SO13485:2016 hoiic tuong duong
Dimg lam chét rira cho mdy phén tich huyét hoe
- PR Thanh phén; ethylene glycol monopheny! ether
414, HC397 Dung dich rira pH 8-8,6 D6 pH: 8.0 dén 8.6 Can 15
Pat tiéu chuin 1SO13485:2016 hoic tuong duong
Ao qn ok 1 Duing 1am chat pha lofing cho mdy phén tich huyét hoc
415 mHeagg | | Hlachdimg Bpia Thanh phan: Natri clorid, Sulfate Can 400
ang Pat tiéu chuin 1SO13485:2016 hoiic twong duong
y £ ; A Ding dé QC may
416 Hcagg | MauchudnSthanhphin |\ o, a Chia hng cdu ngudi, bach cdu bj kich thich va Lo 32
bach cau murc thap S ¥ "
tiéu cdu cua ddng vt co va
. A ; 2 Dung dé QT may
417, HC400 Il owcm: m E,m:: Eﬁ: Thanh phén; Chira hong chu ngudi, bach cdu bj kich thich va Lo 32
bach ciu mue trung binh P S A e
tiéu cdu ctia djng vit c6 va
Pha mang té bao hdng ciu Dung [am o_:»:.:\ giai cho méy phén tich huyét hoc
418, HC401 cho phén tich 5 thanh Thanh phén: Sodium alkyl ether sulphate can 88

phén bach chu

Pat tiéu chuin ISO13485:2016 hoiic tuong duong




Danh muc héa chit,

s6

A Yéu chu Ky thuat (co b Don vi tinh
STT | MaHC thube thir, test thir Yéu ciu ky thujt (co bén) Doval lwong
- Surdung chén dodn in S:o nhdm phét hién dinh tinh E:wsm
nguyen bé mit khéng virus viém gan B trong huyét tuong hofic
Ho e fehitn huyét thanh ngudi, hd tro sang loc va chén doan nhiém virus
419. HOA09 | i At e dong | ViEMEANB. Hop 330
£ micn ¢ FOURE | . Pic tinh: D6 nhiéu trung binh < 10% hodc tuong duong
- Dat chét lugng ISO
- D& nhay 100%, d§ dac higu>=98% n__.a\ﬂ dinh 1868/2020 BYT
- Chire ning/ctng dyng: Str dung cho chan doén in vitro nhim
phét hign dinh tinh khang thé kkhdng virus viém gan Ctrong huyét
twong hodic huyét thanh ngudi; hd trg cho chén doan nhiém virus
viém gan C.
Ho# chét xét nghiém anti - Bic tinh: B3 nhidu trung binh < 10%. N
A20,  HCALO HCV mién dich ty dong - Pi kém theo: Héa chilt hidu chudn cho xét nghiém dinh tinh Hep s
Anti-HCV
- Pat chit lugng ISO )
- D6 nhay 100%, d6 dic hiu>=98% quyét dinh 1868/2020 BYT
- Muc dich: Sir dyng cho chiin dodn in vitro nham phét hién dinh
tinh khang thé Anti HIV-1, khéng thé Anti HIV-2 va khang 5
nguyén HIV-1 P24 trong huyét tuong hofc huyét thanh ngudi; hd
trg cho chin doan nhiém virus HIV khang nguyén & nguoi.
QR i - Dung dich tidn xt 1y: chia chét dién hoat
a1 ncary | Ho8chatxétnghiem HIVE ) pyc i :pg nhiu trung binh < 10%. Hop 360
g - Tiéu chuén chét Ec.:m.. ISO.
- Di kém theo: Héa chit hiéu chuin cho xét nghiém dinh tinh
HIV Ag/Ab
- Pat chit lvgng ISO
- D) nhay 100%, Do dic higu >=99%
2 2 ; Chét ndi kiém chudn cta xét nghiém HCV Ab c6 ft nhat 2 mic
. Chét kidm chuén cho xét A 5 A
422, HC412 nehitm HCVAD nongdd . Hop 3
g Pat tiéu chuén ISO13485:2016 hofic tuong drong
- Thanh phin: Huyét thanh ngudi, dang léng - Duge phén tich
. Chiét kiém chudn cho xét cho xét nghiém khang nguyén cua Human Immunodeficiency
423, HOH3 | oniem HIVAb Vitus logi 1 (HIV-1 Ag) Lg d
Dat tiéu chuén [SO13485:2016 hodc tuong duong
: Chét kiém chufn cho xét | - Chétndi kiém chuén cta xét nghiém HBsAg x
424 HCA4 | o ohiem HBsAg Pat tiéu chudn [SO13485:2016 hofic tuong duong Hop 4
ags] mouys | BADCRAhORmN berh Sit dyng d& hat mAu bénh phim/CAL/QC Hop 50
phém dung cho méy
Dung dich co chit dimg - St dung dé pha loZng miu A
426, HC4l6 cho may -Tiéu chudn chét lugng: [SO. CE Hip o
. Dung dich pha loang miu | - Str dung dé pha loding mau 5
2, Boald b&nh phim 1 cho may - Tieu chudn chit lugng: 1SO. CE Hop 8
. - Str dung trong budc rira trong phuong phap mién dich enzyme
428.| HC418 Dung dich rira mién dich héa phat quang - CLEIA Chai 75
-Tiéu chudn chét lugng: IS0, CE
. . e - Sir dung dé ngan chin sy hu hong ctia dung dich co chét .
429.|  HCALY Lgge CO2: (Mo suda) -Tiéu chudn chét lugng: 1SO. CE Hop L
Hod chit xét nghiém ) mm %m:w .on,: ﬂowz DIy T_ns_ Mww( m\u,.m_:.mnm Ucu\oﬁ?mzs
430| HC420 | HBerAg midn dich tu = B tink: DG uhien mng binh < 1F% hogetuaug duong Hop 2
o déing E Dat tiéu chuan 1SO13485:2016 hodc tuong duong ;
431 HC421 Chét kiém chuan cho xét Chat ndi kiém chuin cia xét nghiém HBcrAg Hop 1

nghiém HBcrAg

Pat tidu chudn 1S013485:2016 hodc twvong duong




STT Ma HC Gﬂmwn&_ﬂ_“ _MMM»M_””__H_ Yéu cdu k§y thuat (co ban) DPon vi tinh’ lugng
- Binh lugng khing :_m ctia khang :m&ﬁz bé& mit khing virus
viém gan B rong huy&t twong hode huyét thanh ngudi, hd trg
ok chliscdinohite sing loc va chin doén nhiém virus viém gan B.
432.| HC422 | Lioab dinh :_mQ:w - Pic tinh: D§ nhiéu trung binh < 10% hogc tuong duong Hop 2
o ’ ’ Pat tiéu chuan ISO13485:2016 hodc twong duong
Hoa chit kidm chuin cho £ o2 1l o
; = : - Chét ndi kiém chuén cua xét nghi¢m HBsAb 5
433.| HC423 Wn%h@rv_:aa HBsADb (dinh Pat titu chuin ISO13485:2016 hodic tuong duong Flip 1
= Dinh lugng khing nguyén bé mat khdng virus viém gan B
trong huyét twong hodc huyét thanh ngudi, ho trg sang loc va
Hod chét xét nghiém chén dodn nhifm virus viém gan B.
434, HC424 HB sAe dinh luans - Bic tinh: D§ nhiéu trung binh < 10% hofic tuong duong Hop 3
i g Dat tiéu chuén 1SO13485:2016 hodc tuwong duong
- Str dung chén doén phat hi¢n giang mai trong huyét thanh bing
Ho6a chit xét nghiém phuong phap Bmmn, dich ty déng
435.| HC425 giang mai mién dich tir - Diic tinh: D9 nhiéu trung binh = 10% hodc tuong dwong Hop 90
déng Dat tiéu chuan 1SO13485:2016 hoic tuong duong
Hoa chil _s.m:u chuin cho - Chét ndi kiém chuén ctia xét nghiém giang mai Ab
496, HCAZ6 M%M_mm ol s dich Pat tiéu chudn I1SO13485:2016 hoiic twong duong Le 2
v 4 . Pia phéan tmg 0,3 ml .
mal| HC8T .| Biphining (3wl Pat tiéu chuén 1SO13485:2016 hodic twong duong Hip 3
s =5 3 gl Dia tich chiét 2.0 ml 5
4k Hedss Dt tickehiet2.0) Dat tiéu chudn 1SO13485:2016 hodc tuong duong Hop ¥
Hoéa chét ly giai mau cho L " e
; : i Hoa chit ly giai cho miau HBV/HCV/HIV loai nho .
#5  Hed ww_wsmgna HEVHCY: Pat tiéu chudn ISO13485:2016 hofic twrong duong Hop 2
Hoa chit ly gidi mau cho i x ;
P 2 3 Héa chat ly giai cho mau HBV/HCV/HIV loai 1én i
e wmmsmgna HEVHCY: Dat tiéu chudn 1SO13485:2016 hoiic tuong duong Hop 3
L Hoa chét chudn bi mau cho HIV/HBV/HCV logi nhé - -
‘ EWSI%\-N.FE Dat tiéu chuéin I1SO13485:2016 hodc twong duong P
| Tt w:oomm%” o__u%_w bi By Hoa chét chufin bi mdu cho xét nghiém HBV/HCV loai lon & .
' E.W<EOMFW@O Dat tiéu chuén ISO13485:2016 hofie twong duong P
443 HCA43 Wrﬂ:w%_m:_mmw %M_M_Mwm\ Dung dich dém rira cho mau HIV/HBV/HCY loai nho Hb 20
7 ‘ i m%< L : Pyt tidu chudn 1S013485:2016 hoc trong duong L
444 | HC444 wwo:m h__ﬁ_&_mwﬂ Hﬂ%ﬂﬂmm\ Dung dich %Bw rira cho miu HIV/HBV/HCV loai l6n H6 3
. oL g : Dat tiéu chuin 1S013485:2016 hodc twong duong op
Ne . e e ] . - L
EWM_: mw_ﬁs_wswwrﬂm_mw " Ngan chira thuoc Eq_mq dung trén may tach chiét vat chat di
445, HC445 <wﬁ M@ di to W i tr dén :u.E\ms tu ddng loai 200ml. Thiing 3
e St ¥eh HEclns Dat tiéu chudn 1SO13485:2016 hoic twong duong
Ngin chirs S thir sir s £ - % i i TR T
d cm%: m%ﬂ%&ﬂrﬁ%ﬂ " Ngén chira thude thir st dung trén mdy tdch chiet vt chat di
446.| HC4d4e N & T Y L N truyén tu dong loai 50ml. Thin 3
vit chat di truyén tu dfng g e & 104 &
Mo.mm 50ml o Dat tiéu chuén 1S013485:2016 hoiic tuong dwong
Péu col dé hit miu cho DPéu col dé hut miu cho may <
447, HeadT may Pat tidu chudn [S013485:2016 hoiic tuong duong Thiiag 15
; . Kit dinh lugng virus viém gan B %
i RS iyt lugrig BV Pat tiéu chuén ISO13485:2016 hoiic tuong duong Hop 4
g s Kit dinh lwong virus HIV
449, H : . Kit dinh lut R
Cad iedih Jomg HIY Dat tiéu chuan 15S013485:2016 hodc twong duong Hop !
- Mau chimg Miu chudn chimg cho HBY/HIV/HCYV cac ndng d6 4m, duong R
430 HCAS0 | ypv/mevmv-1 thidp, dvong e Hip 13
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Dat {iéu chun 1SO13485:2016 hofic tuong duong




